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About the Authors 


Oscar E. Anderson, Jr., is a historian 
with a special interest in the economic, 
social and political implications of 
American technology. Currently, he is 
at work on a biography of Harvey 
W. Wiley, M.D., whose struggles for 
proper and adequate enforcement of 
the Federal Food and Drugs Act are 
the subject of the article reprinted in 
this January JourNAL from the April, 
1956 American Historical Review. He 
began to study Dr. Wiley’s career while 
he was writing an earlier book, Re- 
frigeration in America: A History of a 
New Technology and Its Impact. 

Dr. Anderson was educated at Ober- 
lin College and Harvard University, 
and then served as an Army Air Forces 
captain during World War II. He 
has been associate professor of history 
at the University of Cincinnati since 
1948. 

As assistant to the Commissioner of 
Food and Drugs, in charge of FDA’s 
trade and public-information dissemi- 


nation, Wallace F. Janssen is responsible 
for reports of the Administration’s 
activities. 

Prior to entering federal service, Mr. 
Janssen was a business-paper editor, 
serving such journals as the National Gro- 
cers’ Bulletin, the Northwestern Miller, 
the Glass Packer and Broadcasting Maga- 
sine. During World War II, he was 
editor of the F-D-C Reports newsletter, 
and was managing editor of that publi- 
cation when he joined FDA in 1951. 
He was also Washington correspondent 
of Food Processing and was a con- 
tributor to other trade publications. 

Mr. Janssen’s reporting of the ac- 
tivities of the Food and Drug Admin- 
istration began in 1933, when legislation 
leading to the present law was first 
introduced. 


Thomas W. Christopher, writer of 
“Christopher Comments,” is associate 
dean and professor of law at Emory 
University, Atlanta, Georgia. 





Meetings of Food and Drug Men 


New York State Bar Association— 
Section on Food, Drug and Cosmetic 
Law.—The twelfth annual meeting of 
the Section on Food, Drug and Cosmetic 
Law, New York State Bar Association, 
was held on January 23. Morning and 
afternoon sessions took place in the 
meeting hall of the Association of the 
Bar of the City of New York, 42 West 
44th Street, New York City. The pre- 
siding officer was the chairman of the 


section, Charles Wesley Dunn, of New 
York City. 

The morning session opened at 9:45, 
with introductory statements by Mr. 
Dunn and by Irving H. Jurow, of 
Bloomfield, New Jersey, the section’s 
secretary. Addresses on the Federal 
Food, Drug, and Cosmetic Act were 
delivered by George P. Larrick, Com- 
missioner of Food and Drugs, United 
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States Department of Health, Educa- 
tion, and Welfare, and by William W. 
Goodrich, assistant counsel in the De- 
partment. United States Commissioner 
of Narcotics H. J. Anslinger discussed 
the federal narcotic law, and A. R. 
Miller, Chief of the Meat Inspection 
Branch of the Agricultural Research 
Service, United States Department of 
Agriculture, spoke on the fed ral meat- 
inspection law. An address and film 
on “The Medical Witness” was pre- 
sented by C. Joseph Statler, of Chi- 
cago, director of the law department, 
American Medical Association. Fol- 
lowing a floor discussion, speakers at 
the meeting were invited to have lunch 
with the section’s officers and com- 
mittee chairmen in an adjoining room. 


At the afternoon session, beginning 
at 2 o’clock, Philip L. White, M. D., 
of Chicago, secretary of the Council on 
Foods and Nutrition of the American 
Medical Association, spoke. His ad- 
dress was followed by papers on the 
Federal Food, Drug, and Cosmetic 
Act, presented by Marx Leva, John A. 
Gosnell and Bradshaw Mintener, all of 
Washington, D. C., and Frank A. Duck- 
worth, of New York City. William 
J. Condon, of New York City, re- 
ported on product-liability law. The 
meeting came to a close with a second 
floor discussion and the transaction of 
new business. 

—Section on Antitrust Law.—The 
following day—January 24—the associa- 
tion’s section on antitrust law met 
in the same hall, with the section’s 
chairman presiding. Theme of the 
morning session was “Significance and 
Enforcement of Federal Antitrust Law.” 
United States officials addressing the 
meeting were Herbert G. Brownell, 
Jr., Attorney General of the United 
States; John G. Gwynne, chairman 
of the Federal Trade Commission; and 
Victor R. Hansen, Assistant Attorney 
General and head of the Antitrust Di- 
vision, Department of Justice. Lee 
Loevinger, of Minneapolis, member 
of the firm of Larsen, Loevinger, Lind- 
quist, Freeman & Fraser, discussed 
enforcement of the Robinson-Patman 
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Act by private parties. The session 
closed with a report by Milton Handler, 
of New York City, chairman of the 
section’s special committee to study 
the New York State antitrust laws. 

All speakers were invited to lunch with 
the section’s officers and chairmen, imme- 
diately following the morning session. 

Presiding officer at the afternoon 
session was H. Thomas Austern, mem- 
ber of Covington & Burling, Wash- 
ington, D. C. Its theme was “How 
to Comply with Section 2 of the Clay- 
ton Act, as Amended by the Robinson- 
Patman Act.” After an introductory 
statement by Mr. Austern, papers were 
delivered by the following speakers: 
Thomas J. McFadden, of New York 
City, member of Donovan, Leisure, 
Newton & Irvine, on “How to Quote 
Delivered Prices”; Jerrold Van Cise, of 
New York City, member of Cahill, 
Gordon, Reindel & Ohl, on “How to 
Quote Functional Prices”; Jack I. Levy, 
of Chicago, member of Sonnenschein, 
Berkson, Lautmann, Levinson & Morse, 
on “How to Meet Price Competition”; 
Otto F. Taylor, C. P. A., of New York 
City, member of O. F. Taylor & Com- 
pany, on “How to Cost Justify”; and 
Frederick M. Rowe, of Washington, 
D. C., associate of Kirkland, Fleming, 
Green, Martin & Ellis, on “How to 
Comply with Section 2(c)-(f).” New 
business and election of officers rounded 
out the meeting. 

American Pharmaceutical Manufac- 
turers’ Association—Central Section.— 
When the central section of APMA 
meets at the Edgewater Beach Hotel, 
in Chicago, from February 11 to 13, 
special panels will be held for the dis- 
cussion of problems of marketing, pro- 
duction and exporting of drugs and 
to examine scientific advances in the field. 

Among the speakers at general ses- 
sions will be Austin S. Igleheart, retired 
board chairman of General Foods Cor- 
poration, and Dr. Robert K. Cutter, 
president of Cutter Laboratories. Rep- 
resentative Walter H. Judd, of Minne- 
sota—member of the House Foreign 
Affairs Committee—will address a lunch- 
eon session of the meeting. 
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WASHINGTON- 


ACTION AND NEWS 





In the Department of Health, Education, 


and Welfare 


President’s 1958 Budget—-HEW Fact 
Sheet.—As we go to press, the Presi- 
dent’s budget for the 1958 fiscal year is 
still big news. Delivered to Congress on 
January 16, the budget proposes appropri- 
ations totaling $3,070,602,412 for Depart- 
ment of Health, Education, and Welfare 
programs. A Department fact sheet has 
been issued, commenting on highlights 
of the HEW chapter of the budget. 


Food and Drug Administration fig- 


ures are as follows: The actual 1956 
budget amounted to $7,285,585. It is 
estimated that fiscal 1957 will show 


approximately $7,979,000 allocated to 
FDA. The Administration’s share of 
HEW’s $3 billion-plus for 1958 is esti- 
mated at $10,554,500. This adds up 
to a 26.3 per cent increase. 
According to the fact sheet: “The 
1958 budget reflects the need for 
strengthened programs to assure the 


safety of foods and drugs in the light 
of unprecedented growth in the volume 
and complexity of these products.” 


Richardson Is New Assistant Secre- 
tary.—Elliot Lee Richardson was sworn 
in on January 2 as Assistant Secretary of 
Health, Education, and Welfare, to suc- 
ceed Roswell B. Perkins, who had re- 
signed the post. Mr. Richardson was 
appointed by President Eisenhower on 
January 1. 


Mr. Richardson, who will assist in the 
development and co-ordination of HEW 
programs—especially in activities related 
to legislation, had been associated with 
the law firm of Ropes, Gray, Best, 
Coolidge & Rugg, in Boston. During 
1955 and 1956, he served—on occasion 
—as a consultant to Governor Christian 
A. Herter of Massachusetts and to 
Lieutenant Governor Sumner G. Whit- 
tier. 





In the Food and Drug 


Survey of Radioactivity in Foods.— 
In announcing a continuous survey of 
the radioactivity of certain foods pro- 


Administration 


duced in the United States, on January 
6, Commissioner of Food and Drugs 
George P. Larrick emphasized that 
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there is no evidence of significant radio- 
activity in the Nation’s food supply. 
The program’s purpose is to determine 
“background radioactivity” in staple 
foods from different areas of the coun- 
try and then to monitor the selected 
foods for changes in radioactivity caused 
by weapons-testing or other atomic- 
energy applications. “We want to be 
prepared scientifically, to protect the 
public in the event this should ever be 
necessary,” Commissioner Larrick said. 


A nation-wide search for canned foods 
actually packed before 1945—“year one” 
of the atomic era—is an initial objec- 
tive of the survey. Such foods will be 
particularly valuable in determining the 
base for future radiation measurements. 
The National Canners Association and 
its members will cooperate in locating 
pre-1945 samples. 


Besides collecting old canned foods 
and analyzing their radioactivity, FDA 
is also collecting samples of recently 
packed products for comparison. Ac- 
cording to Mr. Larrick, the natural 
radiation background varies in different 
areas of the United States as plants 
and animals absorb varying amounts 
of the radioactive elements. 


Appointments to Food Standards 
Committee—On January 2, Commis- 
sioner Larrick made known his ap- 
pointments to the seven-man Food 
Standards Committee of FDA—an ad- 
visory group of state and federal officials 
making recommendations to the Com- 
missioner. A meeting of the committee 
is scheduled for early this year, to 
discuss current problems and situations. 
Industry groups and consumers have 
been urging FDA’s resumption of ac- 
tive work in the standards field, Mr. 
Larrick said in his announcement. 


Frank A. Vorhes, Chief of the Ad- 
ministration’s Division of Food, has 
been named chairman. Malcolm R. 
Stephens, director of FDA’s Bureau 
of Enforcement, succeeds William A. 
Queen on the committee. Joseph Calla- 
way, of the Food Standards Branch, 
will continue as the committee’s secre- 


tary. The other four members are: 
Gilman K. Crowell, chief of the divi- 
sion of food and chemistry, New Hamp- 
shire Department of Health, Concord; 
Joe F. Lakey, director of the bureau 
of food and drugs, Texas Department 
of Health, Austin; T. E. Sullivan, direc- 
tor of the division of food and drugs, 
Indiana Department of Health, In- 
dianapolis; and Orlen J. Wiemann, 
chief of the milk, food and drug sec- 
tion, Colorado Department of Health, 
Denver. 


The Administration is inviting con- 
sumers, officials and members of the 
food industries who have suggestions 
for consideration by the committee to 
send them to Mr. Callaway, Food 
Standards Branch, Food and Drug 
Administration, Washington 25, D. C. 


Monthly Report, Issued December 
22, 1956.—In 67 court seizures, nearly 
600 tons of unfit foods were removed 
from the market during November, 
1956, according to the monthly report 
of FDA. More than half of the 592 
tons was received in good condition, 
but became contaminated while in stor- 
age. Voluntary withdrawals accounted 
for 244 more tons during the same 
period, with owners arranging for de- 
struction or for diversion from food use. 


Injurious chemicals—coumarin in a 
flavoring compound and a mercurial 
pesticide in bulk wheat and oats—were 
involved in four court actions. Ten 
other food shipments were seized be- 
cause they were substandard or failed 
to contain the ingredients stated on 
labels. Five of the latter shipments 
were of oysters containing excess water. 
Another was of canned peas labeled 
“tomatoes.” 


Twenty-three lots of drugs and de- 
vices were seized on charges that they 
were in violation of the Federal Food, 
Drug, and Cosmetic Act. One device 
consisted of two sizes of concrete cone 
frustums and one- to three-gallon jugs 
to prepare “radioactive water,” which 
was misrepresented for the cure of a 


(Continued on page 63) 
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Food Drug-Cosmetic Law 
Gowrie 


Food and Drug Administration— 
Report for Fiscal Year 1955 








Disaster-Defense Work; Seizures of Filthy or Decomposed Foods; 
Protection of Special-Diet Products; Supervision of Drugs and 
Devices; Cosmetic Recalls; Certification Services — These Are 
Some Specific Activities Reported on in FDA's Annual Summary 


HIS REPORT records the activities of the Food and Drug 

Administration to enforce the Federal Food, Drug, and Cosmetic 
Act and four less comprehensive related acts in the fiscal year 1955. 
The enforcement staff averaged 800 for the year, with an appropriation 
of $5,100,000, and the certification staff, supported by industry fees, 
was 186. 

The foods, drugs, devices and cosmetics regulated by these 
statutes have an annual commercial value of around $60 billion for 
domestic shipments and $3 billion for foreign items offered for import. 
Many of the products involved are used daily in every home in the 
country. 

Three important trends continued to affect the efficiency of law 
enforcement operations: (1) growth of population and the volume of 
goods produced by the food, drug, and cosmetic industries, (2) grow- 
ing use of advanced technological processes and new ingredients and 
(3) a continuing shift in consumer buying to factory-processed goods 
instead of those prepared in the home or local pharmacy. 

With reduced funds in recent years, enforcement time had to be 
reapportioned to continue major attention to those types of violations 


7 
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that would most adversely affect the public. A project sampling 
procedure was followed to check on compliance as a whole, and then 
regulatory activities were directed to careless or deliberate violations. 
Available facilities have been used to assist the industries to improve 
operations. Industry groups have cooperated in these programs. 


In his 1955 state-of-the-Union message, the President called for 
“better consumer protection under our existing pure food and drug 
laws.” Congress added $384,000 to FDA’s appropriation for next 
year. A recruitment program in the latter part of the current fiscal 
year succeeded in locating candidates to fill the new positions thus 
made possible. These are the first new inspectors or chemists to be 
appointed since the drastic cut in 1953. 


Seeking means better to protect the health and well-being of the 
millions of American consumers of foods, drugs and cosmetics, the 
Secretary of Health, Education, and Welfare asked Congress for funds 
to have FDA’s activities reviewed by a representative citizens’ advisory 
group. Appropriations were made in July, 1954, and a 14-member 
commitee was appointed about the middle of the fiscal year. 


The committee included representatives of consumers, industry, 
labor, educational institutions, medicine, law and the judiciary. The 
first meeting with the Secretary was on February 3, 1955, and its 
report was filed on June 30, 1955. This was later published as House 
Document 227 (Eighty-fourth Congress, First Session). The report 
states that FDA is not presently staffed or equipped to render the 
degree of consumer protection which the committee believes Congress 
intended the public should have. It recommends a threefold to four- 
fold expansion of the Administration within five to ten years, and 
the application of more effective techniques to broaden consumer 
protection. The committee’s findings will be very helpful in the 
future administration of the act. 


Food, Drug, and Cosmetic Act—Disaster and Defense Activities 


In the aftermath of a disaster, the primary obligation of food and 
drug officials is to supervise the salvage of damaged goods and prevent 
the use of those that would endanger the public. The most serious 
such catastrophe in the fiscal year, from the standpoint of volume of 
foods affected, was hurricane “Carol,” which caused a $5 million loss 
of commercially stored food in Rhode Island and Massachusetts. At 
Providence the products dumped included 110 carloads of fresh fruits 
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and vegetables, 500,000 cases of canned food, and 550,000 pounds of 
flour that had been polluted by flood waters. Other large lots were 
salvaged and returned to food channels after their safety was checked. 
Flood damage in Chicago, southern Colorado, and along the Ohio 
River also required supervision of the disposal of damaged foods, 
principally by local and state officials, since large wholesale stocks— 
primarily a federal responsibility—were not seriously involved. 

Knowledge of the hazards that may exist in the consumption of 
foods exposed to atomic explosion must be developed before adequate 
plans can be formulated for the sorting of foods exposed and the 
disposal of those that might injure the user. In May, 1955, tests of 
the effects of atomic explosion on foodstuffs were conducted in coop- 
eration with the Federal Civil Defense Administration. Participating 
with FDA were the Meat Inspection Service and Agricultural Research 
Service, United States Department of Agriculture; the National Can- 
ners Association; the National Association of Frozen Food Packers; 
and the American Meat Institute Foundation. About 60 varieties of 
food staples in representative types of packaging were exposed at 
varying distances from the explosion. The participating groups are 
testing the 15 tons of food exposed not only for immediate effects, but 
also for long-range toxicity and nutrition changes. 


A report on similar tests of drugs previously conducted was re- 
leased in January, 1955. It showed that of the 42 important common 
drug items exposed, only two (insulin and vitamin B,,) were reduced 
in potency. 

Another FDA testing program for radioactivity was conducted in 
connection with “Operation Wigwam,” an undersea atomic test several 
hundred miles off the California-Mexico Coast. Nearly 50 million 
pounds of tuna and other deep-sea fish taken from the exposed area 
were monitored with Geiger-Mueller meters, and no radioactive fish 
were encountered. 


Late in the fiscal year, FDA began a training program for state 
and local officials, designed to help equip them to safeguard the food 
and drug supplies of the Nation in case of enemy attack. This pro- 
gram, under a delegation of authority to the Department from the 
Federal Civil Defense Administration, is designed to meet the extraor- 


dinary needs of food and drug inspection in attack areas. The classes 
will continue throughout the forthcoming year. 
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On the Food Front 

Potential Health Hazards—Agricultural Poisons—Early in 1954, a 
new investigation began of practices in the spraying of fruits and 
vegetables during the growing season, and of spray residues on prod- 
ucts reaching the market. The results were reassuring in some respects, 
disquieting in others. On the whole, the residue levels for such pesti- 
cides as lead, arsenic, DDT, BHC, and parathion were well within 
the range of safety. 


On the other hand, the rapidly increasing number of pesticides 
being developed and the greater toxicity of some of these compared 
with those now in use are matters of concern. If used in agriculture 
under conditions which leave any residue at all on edible products, 
the margin of safety will be narrower than has heretofore been con- 
sidered desirable. Of concern also is the fact that improper use of 
these highly toxic substances is occasionally encountered. 

One incident particularly alerted food processors to the danger of 
misuse of toxic pesticides on crops not specified in their labeling. 
When FDA learned that a highly toxic dust restricted to use on cab- 


bage seedlings had been used close to harvest on a variety of leafy 
vegetables sold to frozen food processors, it began an intensive investi- 
gation. Analysis of 140 samples of the frozen foods showed high residues 
of the poison in 83 samples. 


The packers and distributors voluntarily withheld shipments 
pending the investigation and destroyed about 190,000 pounds of 
frozen broccoli and kale containing toxic levels. Subsequent discus- 
sions at trade association meetings have brought the matter to the 
attention of the entire canning and freezing industries. 

The field inspection and analytical coverage which can be given 
to the problem as a whole make surveillance inadequate. Also, more 
research is needed to provide suitable analytical methods. 

Animal Feeds.—There has been a rapid increase in the use of anti- 
biotic and hormone drugs administered to poultry and meat animals 
to enhance growth, tenderize the meat or increase the efficiency of feed 
utilization during the finishing period. The nature of these drugs and 
the manner of use are such as to classify most of them as “new drugs.” 
Before they can be marketed, convincing evidence must be furnished 
that the substances are safe for the animal and do not result in the 
addition of drugs to edible tissues. There is also a problem of suit- 
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able disposition of the by-products of slaughter so that organs carrying 
residues of the drugs will not harm animals to which they are fed. 


Diethylstilbestrol for fattening beef steers and dienestrol diacetate 
for improving the market quality of broilers are the first estrogenic 
drugs for mixing in feedstuffs to be released under the new-drug pro- 
visions of the Act. After a manufacturer received clearance for a 
premix of the diethylstilbestrol product, FDA was swamped with 
hundreds of supplementary applications from feed manufacturers 
wanting to employ it. 

Legal Actions ——The proportion of potentially dangerous foods 
encountered each year is extremely low in comparison with the good, 
but immediate action is required to remove the former from the mar- 
ket. During the fiscal year, 1,214 tons of food were seized because the 
food contained deleterious ingredients, and three firms were prosecuted 
for permitting such contamination. One of these was an exterminator 
who was fined and placed on probation for three years for the careless 
use of “1080,” a deadly rodenticide, in places where it could contami- 
nate stored food, despite repeated warnings that such practices might 
cause irreparable harm. 

Preponderant in volume of foods seized was grain treated with 
mercury for seed use and later mingled with untreated grain and con- 
signed to mills. Since the chemical could be removed, some grain 
firms, in an effort to avoid having to clean large intermingled batches, 
offered to pay the same rates for treated batches if kept separate from 
the untreated lots. Three other carload lots of grain were seized 
because they were contaminated with borates, lead, arsenic and zinc 
remaining in uncleaned railway cars that had previously been used for 
commercial chemical shipments. 

Other foods seized because of the presence of deleterious chemicals 
were five shipments of frozen shrimp containing a quaternary ammo- 
nium preservative and two lots of imitation vanilla flavor containing 
coumarin. Glass in a pack of olives resulted in another seizure. 


Keeping Food Clean.—Food seized because it was filthy or decom- 
posed totaled 3,909 tons and accounted for 88 per cent of the food 
seizures. Of the 94 criminal cases instituted in the food field, 84 were 
based on filth charges. The Administration and many industries con- 


cerned are continuing efforts to improve the sanitary handling of food 
all along the line from the farm to the market basket. 
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In January, the Secretary announced resumption of the program 
of seizure of grain contaminated by insects and rodents, which was 
temporarily suspended in the spring of 1953 pending study of the 
problem by a 17-man committee appointed jointly by the Secretaries 
of this Department and of Agriculture. The committee recommended an 
expanded educational program, resumption of a regulatory program 
on rodent-contaminated grain, and an accelerated research program 
on prevention, detection and evaluation of insect infestation in grain. 
Steps have been taken to implement these recommendations. 


The Secretary of Health, Education, and Welfare concluded, after 
study and discussion with the Secretary of Agriculture, that the 
responsibility for enforcement of the Food, Drug, and Cosmetic 
Act could not adequately be discharged without an enforcement pro- 
gram against rodent-contaminated and insect-infested grain. Twelve 
carloads, involving more than a million pounds, were seized between 
January 1 and June 30, and 15 carloads were voluntarily removed from 
human food channels. Levels of contamination upon which the seizure 
program was resumed are to be “tightened” as progress is made. 





TABLE 1.—Actions on Foods During Fiscal Year 1955 


Criminal 
Prose- 
cutions Injunction 
Projects Seizures Instituted Petitions 
Total 868 
Beverages and beverage materials j 11 
Bakery and macaroni products 12 
Cereals and grain products: 
Human use a 
Animal use ¥ 9 
Chocolate, confectionery, and other sugar products 42 
Dairy products: 
Butter 12 
Cheese and other dairy products we 7 
Eggs and egg products . ap ee 27 
Flavors, spices, condiments 45 
Fruits and fruit products 95 
Meat products and poultry 32 
Nuts and nut products i ie 
Oils, fats and oleomargarine , 5 
Seafood 
Vegetables and vegetable products 106 
Miscellaneous foods and food adjuncts 33 
Food for special dietary uses Mat A 
Violative serving of oleomargarine 
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The Department of Agriculture announced that wheat which does 
not meet the requirements of the clean-grain program will not be 
accepted under the government's loan program. If found in posses- 
sion of the government, it will be diverted from food channels. 


Both Departments, aided by the Fish and Wildlife Service of the 
Department of the Interior (which is particularly concerned with 
rodent control), are conducting intensified educational programs calcu- 
lated to teach those who handle grain at every stage from the farm to 
the mill to accord it sanitary care. 


Operations under the factory-inspection procedure, established 
two years ago, have helped materially to educate plant management. 
For example, in the New England fish-processing area, five concerns 
that received reports of decomposition in the factory samples collected 
inquired about FDA’s criteria for fitness. Their quality-control men 
came to the district laboratory for a joint examination of suspect fish— 
piece by piece—with an FDA expert commenting on decomposition 
encountered. Such information will afford processors a basis on 
which they can refuse to accept questionable lots. 

Improvement programs are under way in the dairy industry, with 
industry associations participating actively in the development of 
methods to eliminate unfit milk. The American Butter Institute is 
cooperating in an educational program designed to insure rejection 
of unfit cream at the cream station and at the creamery and to bring 
about improvement in the collecting and marketing practices which 
contribute to cream spoilage and contamination. Cooperative activity 
with state enforcement agencies is continuing. 


The poultry business is at a crossroads. It has mushroomed from 


a largely local industry to a mass-production one in a relatively short 
time. The ensuing problems included a higher disease rate in con- 


centrated broods, necessity for rapid handling in processing lines, 
changes in dressing practices from New York dressed to eviscerated 
and cut-up birds, and the rapid development of frozen, precooked 
items, such as pies and “dinners.” On the Atlantic Coast, hurricane 
damage required many small processing plants to shut down and 
larger ones to consolidate. Competition for raw stock is so active that 


, 


some “undergrades” are accepted, which poses additional regulatory 
problems. Of the 32 shipments of poultry seized, 21 contained 


diseased birds: 
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The Administration has worked with the Public Health Service, 
industry representatives, and state and local officials during the past 
year in the development of model ordinances on poultry-plant sanita- 
tion and inspection, for consideration by cities and states desiring to 
regulate local and intrastate commerce in dressed poultry. Another 
program to improve the quality of poultry resulted in the assembling 
of a panel of poultry-disease experts to discuss poultry inspection. 
Among the decisions reached, one of most significance to public health 
was that adequate poultry inspection requires ante-mortem examina- 
tion of the birds. 

The principal problem encountered with eggs was the accumula- 
tion of incubator rejects, and their transportation in privately owned 
trucks to other areas where they were intermingled with sound stock. 
It is estimated that 11,000 dozen incubator rejects are diverted to 
human consumption during an average week in the southeastern 
states alone. Detection of the shipments is difficult because of the 
racketeering methods of operations, but some progress has been 
made by state embargoes and destruction of frozen-egg products at 
destination points. In the Middle West, two eggbreakers were fined 
$2,000 for breaking out reject eggs supposedly denatured with kerosene 
and mixing them with edible eggs for freezing. A large quantity of 
the eggs was seized. Cooperating officials in four states assisted in 
tracing the movement of the eggs and securing evidence which was 
presented in federal court. 

The short crop of peanuts, because of drought, resulted in the 
first import problem on peanuts since 1949. Early in 1955, the quota 
restrictions were raised for shelled peanuts, and later an unlimited 
quota was announced through the end of July. The first peanuts 
admitted under these provisions came from bordering countries and 
were of excellent quality. Later boatloads from distant tropic areas 
were heavily infested with live insects, and examination of every lot 
was required. By the end of June, 14,480 tons had been detained, of 
which a substantial part was later released after the nuts had been 
cleaned under FDA supervision. Some improvement was noted fol- 
lowing these heavy detentions. 

Pocketbook Protection—As in the previous year, most of the actions 


against economic cheats were primarily by-products of work done 
on sanitary and health violations. Exceptions were made, however, 
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in a few cases where practices of one or two concerns were seriously 
hampering efforts of the industry as a whole to comply with the law. 

As an example, in the oyster-packing industry, most of the trade 
has shown marked improvement within recent years in putting out 
an unwatered pack. One concern, however, persisted in adding up to 
30 per cent of water to its pack, and 15 lots were seized. 

In another case, foreign shippers took advantage of FDA's rela- 
tive inactivity in the economic field to ship cocoa powder adulterated 
with 30 per cent or more of cocoa shell. The situation, which had 
becothe so bad that the shippers began to use grade designations for 
the adulterated cocoa, broke up promptly when entries were refused. 


Seafood-Inspection Service —Shrimp processors and oyster canners 
who meet government requirements for sanitation and controls may 
apply voluntarily for government seafood-inspection service, which is 
supported by inspected packers’ fees. Nine shrimp packers processed 
12,520,864 pounds of whole shrimp and 117,520 pounds of headless 
shrimp under continuous federal inspection. Five of these firms also 
produced 75,743 cases of canned oysters. 


Products of Special Dietary Significance 


Foods for special dietary uses may be divided roughly into two 
general categories: those to supply an increased concentration of 
nutritional factors, such as vitamins, and those to omit or limit one 
or more nutritional factors, such as carbohydrates for the diabetic or 
sodium for those who must restrict their sodium intake. 


The Administration is obligated to check such products for com- 
position and for accurate and informative labeling. At the same time, 
it recognizes that the vast majority of people have no need for special 
dietary products and can obtain all their nutritional needs by a 
balanced diet of the wholesome foods that are abundant in this 
country. Consequently, the activities of those who attempt to scare 
the public into buying “health foods” as the only means of adequate 
nourishment or for the cure or prevention of disease are discouraged 
by all available means. 

One such promoter was convicted in January, 1955, and sentence 
is still pending. Meanwhile, he has had many experiences with state 
and city agencies trying to prevent false claims and the illegal practice 
of medicine during a series of “health lectures.” 
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Prosecution cases have been forwarded to the Department of 
Justice against three house-to-house salesmen of a vitamin prepara- 
tion for oral claims beyond those permitted by an injunction order 
stipulated to by the distributors. These cases have not yet been tried. 


There has been a notable increase in the use of vitamin B, in 
multiple-vitamin preparations during the year, stimulated, no doubt, 
by the occurrence of convulsions in babies who had been fed a formula 
found deficient in B,. 

The interest in the development of commercially prepared foods 
limiting basic ingredients or seasonings is increasing rapidly. Physi- 
cians are prescribing more special diets for the management of certain 
diseases, and a growing percentage of the public is counting calories 
in weight-control efforts. 

Just as the housewife was gaining new freedom in providing 
normal diets through factory-processed foods, many womer found it 
necessary to do most of the processing of low-sodium foods in the 
home because the ready-to-eat foods contained more sodium than is 
normally present in home-prepared foods. To meet this demand, 
manufacturers began to provide various mixes with a low-sodium 
content, as well as various unsalted canned foods. 


The low-sodium food regulations which went into effect Septem- 
ber 29, 1954, provide that products purporting to have a low-sodium 
content bear label declarations of the sodium present in terms of 
milligrams per 100 grams of food and per average serving. During 
the year, seizures were made of beets and soup mix that failed to 
conform to these labeling requirements, and of spinach, applesauce, 
and soup mixes that contained more sodium than declared on labels. 


Artificial sweeteners, formerly confined to food for diabetics and 
others whose sugar intake required control, have recently been used 
extensively for foods offered for their low-calorie count. The federal 
law bans the use of such nonnutritive substances in confectionery 
products, but permits their use in other unstandardized foods under 
proper labeling if they are not deleterious and do not conceal inferiority. 
The only provision in the food standards for canned fruits without 
sugar is for a water pack, without artificial sweetening. Several 
packers, operating under temporary permits from the Secretary, have 
been shipping water-pack canned fruits with artificial sweeteners, and 
a petition has been filed to have such sweeteners included as optional 
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ingredients in the food standards. At the close of the fiscal year, FDA 
was awaiting a report from the Food Protection Committee of the 
National Research Council on further investigations to determine the 
maximum safe intake levels of one sweetener proposed for use. 


Earlier recommendations of the National Research Council estab- 
lished a distinction between special-purpose foods and those for normal 
consumption and its opinion that foods containing artificial sweeteners 
should be used only by those who must restrict their intake of 
ordinary sugar. 

The food protection committee also submitted recommendations 
on “Principles and Procedures for Evaluating Chemical Additives in 
Foods,” which will be most useful. 


Drugs and Devices 


The Administration held numerous conferences with the drug 
industry and medical specialists during the year to exchange informa- 
tion and views on the safety and appropriate labeling of drug products. 
To correct the present paucity and disorder of reports on the untoward 
effects of drugs encountered by physicians and hospitals, FDA has 
undertaken a pilot study on voluntary reporting, in cooperation with 
the American Association of Medical Record Librarians, the American 
Medical Association and the American Society of Hospital Pharmacists. 
If this is successful, efforts will be made to extend it to a widespread 
system of permanent reporting, with the assembled information made 
available to all interested parties. 

Recalls —Twenty-nine drug and device recalls were supervised by 
FDA during the year. Eleven of the products involved were below 
labeled potency and five were nonsterile injectables. Another non- 
sterile product recalled was an eye solution which was the subject of 
injury complaints. Three others involved Rauwolfia of a species other 
than the serpentina species covered by new-drug applications. Other 
reasons for recalls were marketing without effective new-drug appli- 
cations, variations from United States Pharmacopoeia specifications, 
defective packaging and untoward reactions when injected. Two 
devices were recalled—blood-donor and intravenous administration 
sets with mechanical imperfections. 


Prescription Drug Sales.—Illegal sales of prescription drugs were 
charged in 141 of the 154 drug and device prosecutions instituted dur- 
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ing the year. The 142 prosecutions tried during that period on charges 
of illegal sales included some that were filed in the previous year. 

Penalties ranged from nominal fines to $5,000, the highest fine 
assessed for any violation of the act during the year. Five of the 
six jail sentences served were for illegal drug sales. 

Two of the latter were imposed on men who issued prescriptions 
for dangerous drugs but were not licensed to practice medicine. One 
self-styled practitioner had been operating as a physician and surgeon 
for 19 years without a license, which had been refused because he 
could not fulfill educational requirements. He was sentenced to 
ten months’ imprisonment for sales of barbiturates without prescrip- 
tions. Another case involved an Indian octogenarian who had been 
deprived of his license to practice in Oklahoma because of violations 
of the Narcotics Act. In 1954, he had been fined, given a one-year 
suspended jail sentence, and placed on probation for five years for 
illegal sales of amphetamine. One of the conditions of the probation 
was that he cease handling drugs in any form. When he persisted in 
selling amphetamine despite these conditions, the court committed 
him to an old soldiers’ home for the duration of his probation. 


In addition to the small minority of pharmacists who disregard 
their professional obligations, there are peddlers who obtain drugs 
illegally and sell them promiscuously. For example, one woman who 
was placed on probation ran a massage parlor and dispensed ampheta- 
mine to obese patients as an adjunct to her weight-reducing treatments. 
Also, she was reported to have been supplying these drugs to airmen on 
furlough, to enable them to stay awake on long auto trips home. 
Reports of similar traffic in “lift pills” to truck drivers are under cur- 
rent investigation by FDA inspectors. 


Adulterated or Misbranded Drugs and Devices—Of the remaining 
13 prosecutions filed, nine charged false and misleading curative 
claims. Other charges were based on faulty composition and failure 
to bear the labeling required by law. 

There is a ready market among gullible persons for new “miracle” 
drugs and contraptions to cure or alleviate their ailments. Promoters 
capitalize on this market on the heels of articles appearing in popular 
magazines, “health” lectures, and other means designed to launch the 
product and establish its purported virtues so firmly in the minds of 
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purchasers that they will continue their patronage even after regu- 
latory agencies restrict the claims. Although it will always be a 
problem to eliminate active exploitation in this field, the success of 
these promotions varies inversely with the time available for enforce- 


ment activities. 

In September, 1954, a prosecution case against the promoter of 
a diabetes “remedy” was lost on the ground that a 1923 patent contain- 
ing statements as to the efficacy of the drug for the treatment of 
diabetes established the validity of similar current claims. The gov- 
ernment had presented the testimony of eminently qualified medical 
and pharmacological witnesses to the effect that the preparation, a 
mixture of wild sweet pea and lithium citrate, has no effect in the 
treatment of diabetes. The decision is being appealed, since if it ts 
permitted to stand, the public will continue to be exploited by this 
worthless remedy when there are effective measures available to con- 
trol the disease, and failure to use them will bring disastrous results. 

A contempt action against another worthless diabetes-remedy 
promoter, who had continued shipping a weed concoction despite 
injunction order, was dropped when the court held that he was 
mentally incompetent and warned that he would be committed to a 
mental institution if he persisted in distributing the product. 

A number of seizures, followed by a permanent injunction, were 
initiated to stop shipments of a device consisting of a cabinet fitted with 
a sunlamp and shortwave unit and colored slides assembled so that 
jugs of water could be irradiated. The treated water was recom- 
mended for apoplexy, tumors, ulcers, virus infections, and a variety 
of other serious diseases. State officials assisted materially in develop- 
ing these cases. 

Another device case, in which the defendant received a 90-day jail 
sentence, was based on false and misleading curative claims for color 
lamps. The defendant was an itinerant “health” lecturer who claimed 
that various serious diseases and abnormal conditions are caused by 
specific colors. He offered other colors shining from his lamp to 
offset them. For example, “yellow diseases,” such as jaundice, 
diabetes and consumption, required a green treatment light, while 
“violet diseases,” such as laryngitis, goiter and heart trouble, needed yellow. 

One device not only was promoted by fraudulent claims for breast 
development, but also was potentially dangerous to users. Medical 
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consultants for the firm agreed that it might aggravate incipient 
cancerous conditions if it were used without competent medical 
examinations, but it was being promoted through mail-order solicita- 
tions and newspaper ads on a nationwide scale. Stocks of the devices 
were seized and a permanent injunction was required to stop shipments. 


Uranium ore treatment “tunnels,” pads, blankets, and other con- 
tainers for slightly radioactive ore and sand continue to attract suf- 
ferers from arthritis. The radioactivity is of too low a degree to have 
any effect whatsoever on any disease condition. Six seizures were 
effected against interstate shipments. Other actions were undertaken 
by state authorities. Some of the blankets and hot water bottles 
containing the supposedly radioactive material were not for sale but 
could be leased for $25 a month. One of the “tunnels” was erected 
in a treatment building to which arthritics were encouraged to come 
and sit on ore-upholstered benches, with additional emanations sup- 
posedly coming from linings of the floor, walls and ceiling. 


Previous reports have discussed an injunction to restrain mis- 
branded drug shipments from a Texas cancer clinic. Last year, the 
operators of the clinic established a branch in Pennsylvania where a 
large quantity of its drug supplies was seized. Some, however, were 
apparently moved before the United States marshal arrived, so that 
the new clinic could continue treating patients until new supplies could 
be secured from intrastate sources. The seizure is now under contest. 


Another injunction, filed in 1954, also required continuing atten- 
tion. It involved an elaborate sales promotion scheme, including false 
foreign addresses, for an inert glandular product misbranded with sex 
rejuvenation claims. A permanent injunction was granted in Novem- 
ber, 1954, and a criminal prosecution case is pending. 

New Drugs.—New-drug applications submitted during. the year 
numbered 606. Of these and of those under study at the close of the 
previous fiscal year, 433 were allowed to become effective—343 drugs 
for human use and 90 for veterinary use. In addition, 2,277 supple- 
mental applications went into effect, of which 1,163 were for veterinary 
preparations. 

Some of the important drugs considered during the year were 
preparations for the treatment of arthritis, allergic conditions, tuberculosis, 
and skin conditions; radioactive agents; nonbarbiturate hypnotics; 
antitussive agents; antibiotics, such as mycostatin and anisomycin; 
anticholinesterase agents; nonmercurial diuretics; blood volume 
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expanders; ganglionic blocking agents; anesthetics; and growth pro- 
motion agents in animals, such as diethylstilbestrol. 


Cosmetics and Colors 

Two cosmetic preparations were recalled because of a dangerously 
high carbon-tetrachloride content that would endanger users through 
inhalation and skin absorption. Both were intended as rapid driers— 
one for nail polish and the other for hair following shampoos. Four 
shipments of the latter were seized. Other products recalled from con- 
sumer channels were a shampoo that exploded on dealers’ shelves 
because of a highly chlorinated water used in diluting its hydrogen 
peroxide content and a hair dressing containing an uncertified coal- 
tar color. 

Two shipments of coal-tar colors which were destined for food 
use but had not been certified for that purpose were seized. The four 
colors in one lot were falsely labeled “U. S. Certified Food Colors.” 


Certification Services 
Coal-Tar Colors—All coal-tar colors used in foods, drugs and 


cosmetics (except hair dyes) must be from batches certified as harm- 
less by FDA. In 1955, 4,655 batches, representing 5,140,202 pounds, 
were certified and 20 batches, representing 13,144 pounds, rejected. 


Insulin.—The act provides for predistribution testing and certifica- 
tion of all batches of insulin marketed. Examination of 330 samples 
resulted in the certification of 286 batches of insulin and 43 batches of 
materials for use in making insulin-containing drugs. One trial batch 
of NPH insulin was not approved because it contained excess protamine. 

Antibiotics —The predistribution testing and certification of cer- 
tain antibiotics is also provided by amendments to the Act. Examina- 
tions were made of 20,728 batches of penicillin, dihydrostreptomycin, 
tetracycline, bacitracin, chlortetracycline, streptomycin and chloram- 
phenicol during the fiscal year. Sixty-six batches were rejected for 
failing to meet the following standards: potency (25), sterility (21), 
pyrogens (18), moisture (one) and syningeability (one). In addition, 
manufacturers withdrew their requests for certification of 19 batches 
which failed to meet sterility and other standards. 

During this period, 354 amendments and 34 new monographs were 
added to the antibiotics regulations, reflecting continued scientific 
research and development in this field. 
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Changes in Law and Regulations 

Pesticide Chemicals —The pesticide chemicals amendment, which 
became law on July 22, 1954, was intended to provide a simplified, 
expeditious procedure for establishing safe tolerances for pesticide 
chemicals which are useful in agriculture. It was scheduled to become 
fully effective in one year with regard to chemicals for which tolerances 
had not been established, unless conditions existed which necessitated 
an extension. If so, extensions for specific chemicals were permitted 
up to an additional 12 months. 


Interpretive, procedural and fee regulations under the amendment 
were issued in February, 1955. In March, tolerances were established 
for 69 chemicals on which hearings had been held before the enactment 
of the amendment. These included a number of pesticides not 
requiring tolerances because they present no foreseeable hazard. 
Extensions of these tolerances and exemptions to include additional 
crops (or raw agricultural commodities) will be made under the provi- 
sions of the 1954 amendment. 


Before a tolerance is set under the new amendment, the Secre- 


tary of Agriculture certifies the usefulness of the pesticide for the pur- 
poses proposed in a petition for tolerances and gives his opinion of 
the residues expected to remain on crops following its use; then FDA 
chemists ascertain that the proposed method of analysis is reasonable 
and sufficiently accurate, and its pharmacologists determine from the 
applicant’s data on toxicity what residue of the chemical would be 


without hazard if it remained in the food supply. 

During fiscal year 1955, 24 petitions for tolerances or exemptions 
were received under the new amendment ; 18 were filed ; one was with- 
drawn without prejudice to a future filing; and five were in pending 
status at the close of the year. One permanent and three temporary 
tolerances had been established. One manufacturer had requested 
referral of his petition to an advisory committee of experts selected 
by the National Academy of Sciences. 

Because the date on which the law was scheduled to become fully 
effective fell in the middle of the 1955 growing season, it became 
apparent that the effective date of the law should be extended for a 
number of pesticide chemicals until the end of the growing season or 
about October 31, 1955, if the health of the consumer would not be 
endangered. Criteria for judging requests for extension of the effec- 
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tive date were published in the Federal Register and, shortly after the 
end of the fiscal year, a number of extensions were granted. 


Food Standards.—This is the first full year of operations under 
the new procedure for initiating proceedings looking toward the adop- 
tion, amendment or repeal of food standards, prescribed by an amend- 
ment to the Federal Food, Drug, and Cosmetic Act on April 15, 1954. 
No public hearing has been requested. 


From the date of enactment to June 30, 1955, ten petitions were 
received from interested parties proposing the adoption or amend- 
ment of food standards. One proposal was published on the initiative 
of the Secretary of Health, Education, and Welfare. Four final orders 
have issued amending standards for tomato catsup, canned vegetables, 
cheese and enriched farina. The others are in various stages of con- 
sideration. (See “Products of Special Dietary Significance” for com- 
ment on proposals for the addition of artificial sweeteners to canned 
foods.) Experience with the new procedure indicates that it has many 
advantages over the old. 


The whole food-standards formulation program has had to be cur- 
tailed because of limitation of funds, and no new work was under- 
taken. Formulation of standards for canned tuna is progressing and 
the standards may be promulgated under the new standard-making 
procedures. 

Drug Regulations—A regulation issued in November, 1954, pro- 
vides an orderly basis for changing to over-the-counter sales, with 
appropriate labeling for lay use, of drugs previously limited in new- 


drug applications to prescriptions sale, when experience in use estab- 


lishes that they are safe for unrestricted distribution. This regulation 
became necessary because of the requirement in the Durham-Humphrey 
Amendment that only drugs that are not safe for unsupervised use by 
laymen may be labeled with the prescription legend. 


New Court Interpretations 
The United States Court of Appeals for the Second Circuit 
affirmed the conviction of a corporation and its secretary for misbrand- 
ing butter while it was held for sale after receipt in interstate com- 
merce. The butter had been repacked into cartons labeled “one pound 
net weight,” although each print weighed less. The appellate court 
held that it was not necessary for the government to prove that the 
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defendants knew that the butter they repacked had been shipped inter- 
state or that it was short in weight when repacked. 


The United States Court of Appeals for the Third Circuit upheld 
a district judge in his refusal to permit defendants to retract a plea 
of guilty to charges of violating the Food, Drug, and Cosmetic Act. 
The court pointed out that the original plea had not been one of guilty, 
that against the advice of their counsel—in an unhurried decision— 
the defendants had changed their pleas to ones of guilty and, there- 
fore, that the district court did not abuse its discretion. 

In affirming a conviction for illegal dispensing of prescription 
drugs after shipment in interstate commerce and while they were 
being held for sale, the United States Court of Appeals for the Tenth 
Circuit held that the method of transportation of the drugs in inter- 
state commerce was immaterial. The evidence showed that the 
capsules sold by the defendant in Colorado were manufactured in 
Illinois, and the court held that the inference was inescapable that 
they had been transported in interstate commerce, and that how they 
were transported and when and how the defendant obtained posses- 
sion of them was immaterial. In the same decision, the court ruled 
that there had not been entrapment when the inspector called and 
asked the defendant to sell him the capsules, but merely offered an 
opportunity for the defendant to make an illegal sale. 

A district court, in refusing to permit distribution of seized ultra- 
sonic devices to chiropractors, ruled that chiropractors licensed under 
the laws of California were not authorized to use, or direct the use of, 
ultrasonic devices, and that ultrasonic therapy is part of the practice 
of medicine, but not of chiropractic. After seizure, the claimant had 
reconditioned the devices mechanically to comply with the Act and 
then moved for a court order permitting him to distribute them to 
chiropractors. 

A district court extended the doctrine that the falsity or mislead- 
ing character of labeling is to be measured by its significance as read 
by those to whom the labeling is directed. A corporation and its man- 
ager were convicted of shipping in interstate commerce vitamin prod- 
ucts accompanied by false and misleading labeling claiming that the 
product was effective to remedy the feeling of growing old and con- 
sequent loss of vitality and strength. The judge, in reaching the 
decision that the claims in the labeling were “cruelly” false and mis- 
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leading, stated that the test was not the reaction of the average person 
reading the label but rather the reaction of those elderly people who 
“need little more than a vagrant suggestion to lead them to hope in 
the restorative ministry claimed.” 


A district court, in interpreting Section 303(c), which provides 
exemption from penalty provisions of the Food, Drug, and Cosmetic 
Act, held that for conviction it was necessary to establish bad faith 
on the part of the defendants when they received in interstate com- 
merce goods covered by a guaranty. That government inspectors had 
notified the defendants of the misbrandings or that seizures of the 
product had been made on the defendants’ own premises was not con- 
strued by the judge as sufficient evidence to prove that the defendants 
had acted in bad faith, 


In granting the government’s motion for summary judgment in a 
seizure action involving a spaghetti product which failed to comply 
in protein content with the prescribed definition and standard of 
identity for spaghetti, a district court reaffirmed the principle that the 
use of qualifying labeling cannot correct deviation from the standard, 


unless it is in fact an imitation product labeled and sold as such. On 
rehearing, the court affirmed its former decision in spite of the claim- 
ant’s argument that the product had a separate identity, since it had 
been marketed for many years prior to adoption of the standard of 
identity for spaghetti. The claimant-has filed a notice of appeal. 


Scientific Investigations 


All of FDA’s scientific studies are applied directly to regulatory 
activities and the certification services rendered. New products and 
processing methods require evaluation for long-range safety to con- 
sumers. Methods of quantitative analysis must be devised before the 
toxicological studies of a new substance may be undertaken. 


Earlier in this report, the use of a toxic chemical on leafy 
vegetables for which it was not recommended was discussed. To test 
the samples of frozen vegetables suspected of containing this pesticide, 
acceptable methods to determine trace quantities had to be devised. 
By a bio-assay test using flies, amounts ranging from 0.12 to 0.98 parts 
per million were found. After chemical separation, the pesticide was 
identified by paper chromatography. 

Definite analytical patterns are beginning to emerge from the 
studies being conducted on other pesticides. For example, nine of 
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the more common chlorinated organics can be separated into groups 
because of their stability to acid or alkali. The slower bio-assay tests 
are still required for those where specific chemical methods are not 
available. Paper chromatographic studies are proving useful not only 
for various pesticides, but also for rodenticides, artificial sweeteners, 
chain and ring organic phosphates, the fruit acids, volatile fatty acids, 
and various fungicides. 


Several studies were made of the results of the use of antibiotics 
in the treatment of diseases in food-producing animals and in feed sup- 
plements to promote growth. Methods were developed for the deter- 
mination of four antibiotics in feed supplements and mixes. One 
study made of chickens treated with oxytetracycline showed enough 
retention of the drug in the tissues that the manufacturer changed 
the formula. The new product is now under study. Trace amounts 
of penicillin were found in 11.6 per cent of 474 samples of market 
milk tested. 


Other antibiotic studies were made of Cycloserine, for its value 
in tuberculosis; of combinations of antibiotics with therapeutic vita- 
mins and with certain hormones for topical application; of the stand- 
ardization of penicillinase, an enzyme that destroys penicillin and is 
useful in sterility testing of penicillin; of the correlation between 
bacteriophage-type and antibiotic resistance of staphylococci; of new 
methods for the assay of polyene antifungal antibiotics ; and of modifica- 
tion of the assay of penicillin, so that new, highly insoluble salts can 
be measured chemically. 


Considerable variation exists in the therapeutic efficacy of veratrum 
alkaloids on the market. Methods for the chemical separation of some 
of these substances were developed, but tests on animals do not cor- 
relate well with the actual alkaloid content of the drug. Potency 
control remains unsolved. 


Continuing potency control of insulin and corticotropin, on the 
other hand, may be maintained at a constant level through the evalua- 
tion of new United States Pharmacopoeia reference standards in terms 
of the old standard. 


New or improved chemical methods have been developed for 
tetracycline, conjugated estrogens, norepinephrine and nitroglycerine. 
-*aper chromatography is being used increasingly as an analytical tool 
for drug determinations as well as in the food field, and a new technique 
for continuing ascending paper chromatography was developed. 
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Work on the identification of the various species of Rauwolfia by 
histological methods was done during the year and is continuing as 
new species are being introduced into commercial drug channels. 
These botanicals, which provide the active ingredients for a number 
of important drug products used in hypertension and other related 
diseases, have been involving substitution of other species for ser- 
pentina, the only one covered by new-drug applications. Colorimetric 
and chromatographic procedures were developed for determining 
reserpine, a drug extracted from Rauwolfia serpentina. 

Special attention was given also to identification of prescription- 
drug tablets to establish proof of interstate origin in illegal sales cases 
when shipping records are not available. 

A continuing pharmacological study of ipecac included in barbi- 
turate preparations to cause emesis before dangerous amounts are 
ingested showed that amounts of ipecac retained caused pathological 
changes that preclude its use as a “built-in antidote.” 

Cutaneous toxicity studies of talcum powders containing 5 to 12 
per cent of boric acid led to the conclusion that their absorption is in 
direct proportion to the abrasion of the skin, with no penetration of 
thé intact skin. They are absorbed in toxic quantities by severely 
burnt skin where weeping serous surfaces are exposed. 

Bacteriological investigations included work on sterilization and 
efficacy of bacteriostatic agents in various pharmaceuticals, on frozen 
strawberries, eggs and precooked foods, on staphylococcus food poison- 
ing, and on methods for detecting Salmonellae. 

Microanalytical studies on foods continued toward better methods 
of filth extractions and identification. A method for whole-can testing 
of cream was put into field use. Chemical methods for the determina- 
tion of water-insoluble fatty acids and butyric acid were adapted for 
detecting the use of decomposed cream in butter. 

A diagnostic method was developed which is effective for visually 
detecting moniliasis in live chickens and turkeys with a Pan-Endoscope. 
Before this development, accurate diagnosis could be made only by 
post-mortem examination of test birds. Using this new method, con- 
trolled experiments have been developed to establish that copper 
sulfate is worthless at any safe concentration either as a treatment 
or preventive of moniliasis, Other tests were conducted on veterinary 
products recommended as anthelmintics, coccidiostats, coccidiosis 
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treatments, internal treatments for external parasites, and turkey 
histomoniasis (blackhead) preventives and treatments. 


Enforcement of Other Acts 


A total of 96,798,446 pounds of tea was examined under the Tea 
Importation Act, in contrast with totals of approximately 124 million 
in the fiscal year 1954 and 102 million in 1953. Rejections for failure 
to measure up to the standards set by the United States Board of Tea 
Experts totaled 132,283 pounds, or 0.14 per cent. Four rejections were 
appealed to the United States Board of Tea Appeals, which upheld 
the decision of the FDA examiner in each case. 

Five caustic poisons were seized for failure to bear the labeling 
required to warn users of their potential danger if misused. Included 
were drain, radiator, pipe and toilet-bowl cleaners. 

Two permits were issued for importations of milk from Canada. 


No violations of the Filled Milk Act were encountered. 


Enforcement Statistics 


The 11,161 establishment inspections conducted by FDA were 
divided into 8,900 for foods, 1,901 for drugs and devices, 282 for cos- 
metics and colors, and 78 for miscellaneous products and items covered 
by other acts. Of 19,469 samples collected, 10,697 were foods, 8,259 
were drugs and devices, 400 were cosmetics, and 113 were miscella- 
neous. 

In the 275 criminal actions terminated (or terminated for some 
defendants) in the federal courts during 1955, the -fines paid, or 
assessed in cases pending on appeal, totaled $160,403.80, The heaviest 





TABLE 2.—Number of Samples on Which Criminal Prosecutions 
and Seizures Were Based and Number of Court Actions 
Instituted During Fiscal Year 1955 








Injunc- 
Criminal Prosecu- Seizures tions Re- 
Item Total tions Instituted Accomplished quested 
Violative Violative Violative 
samples Actions samples Actions samples Actions 
Total 2,676 1,307 1,079 248 1,597 1,049 10 
Foods 1,583 965 302 94 1,281 868 3 
Drugs and devices.. 1,076 331 777 154 299 170 7 
Cosmetics and colors 11 6 0 0 ll 6 0 
Caustic poisons . 6 5 0 0 6 5 0 
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TABLE 3.—Import Inspections and Detentions During Fiscal Year 1955 


Inspected Inspected 
and Refused and Re- 





Item Total Entry leased 

Total 24,151 6,167 17,984 
Foods 21,077 3,626 17,451 
Drugs and devices 2,991 2,515 476 
Cosmetics, colors, and miscellaneous 83 26 57 





fine in a single case was $5,000. In 50 actions the fines were $1,000 or 
more. Jail sentences were imposed in 21 cases involving 24 individual 
defendants. The sentences ranged from three days to 45 months, and 
averaged about 11 months. Six individuals were required to serve the 
imposed sentences, and for 18 individuals the jail sentences were sus- 
pended on condition that violative practices be discontinued. 


Records of actions terminated in the federal courts were pub- 
lished in 1,440 notices of judgment issued during the year. [The End] 








FOODS—PROPOSED DEFINITIONS AND STANDARDS 
OF IDENTITY 


A definition and a standard of identity for enriched rice have been 
proposed by the Commissioner of Food and Drugs. Interested persons 
may submit their views and comments to: Hearing Clerk, Department 
of Health, Education, and Welfare, Room 5440, 330 Independence 
Avenue, S. W., Washington 25, D. C., before January 28. 


On the basis of evidence submitted at a public hearing on the 
proposed definition and standard of identity for “partially creamed 
cottage cheese,” it has been ordered that the regulations in Part 19, 
Title 21, Code of Federal Regulations, not be amended to establish 
the definition and standard of identity for a food to be so known. 
Any interested person whose appearance was filed at the public hearing 
may file exceptions to the order with the hearing clerk on or before 
January 30. 

An extension of time has been granted for submission of views and 
comments concerning proposed definitions and standards of identity for 
orange juice, fresh orange juice, stabilized orange juice, processed orange 
juice and reconstituted orange juice. Prior to January 31, views and 
comments may be filed with the hearing clerk. 











By OSCAR E. ANDERSON, JR. 


The Pure-Foo 
A Republica 
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UST AFTER THE CIVIL WAR Harvey W. Wiley, a Hanover e) 
College student, jotted down a proposition, perhaps for debate in M 
his literary society: “Resolved . . . that a republican who supports is 
Johnson is no better than a Democrat and that a democrat sustains of 
the same relation to the political world, that a damned sinner does to 
the moral.” ' Wiley was steadfast in the Republican faith. Shortly 
2 +f : : : th 
after McKinley became President, he exulted: “It is so good to have v 
a republican administration once more. I hope it will last for twenty ‘5 
years at least.”? Yet in 1912, after he had won fame as a pure-food at 
reformer, Wiley campaigned vigorously for the Democratic candidates. . 
He contributed an article to The Democratic Text-Book; he served as i 
a vice president of the Wilson National Progressive Republican League ; i 
he headed the Bureau of Health Conservation of the Women’s National is 
Wilson and Marshall Organization; he even took the stump to urge 
other life-long Republicans to support the Democratic standard-bearers. th 
Theodore Roosevelt, he argued, had subverted his efforts to enforce me 
the Federal Food and Drugs Act in the manner intended by Congress K 
and had abandoned consumers to the rapacity of a few mercenary O 
manufacturers. William Howard Taft had inherited a bad situation “ey 
which he did nothing to correct. He had long held to the Republican — 
party, said Wiley, “in the conviction that . . . it would not suffer po 
itself . . . to become the refuge and the protector of the gambler, the He 
dollar lover, the cheat and the adulterator,” but now he thought the A 
party “so completely subjugated by the Dollar, so permeated by the “a 
canker of Big Business as its only god, that only disastrous defeat can -~ 
1 Hanover notebook, p. 158 (Harvey W. * Wiley to S. S. Grigsby, March 6, 1897 po 
Wiley papers (cited hereafter as WP), (WP, letterpress volumes). ‘ 
Library of Congress). an 
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OGessue: 


Aamilemma, 1906-19]2—— 


A University of Cincinnati History Professor Views Early Misunderstand- 
ings Under the Food and Drugs Act—a Pioneering Law Involving Areas 
in Which Science and Trade Could Honestly Differ on Complex Matters. 
His Article Is Reprinted from the April, 1956 American Historical Review 





ever restore it to health.” He was convinced that “when Wilson and 
Marshall have taken office the food laws of the country will be admin- 
istered for the public good as intended, both in the spirit and the letter 
of the law.” * 

That others agreed with Wiley had been brought frequently to 
the attention of President Taft, of Secretary of Agriculture James 
Wilson and of Republican legislators. Taft realized that the pure-food 
issue was a political liability and, in August, 1912, he engineered a vain 
attempt to dissuade Wiley from attacking him.‘ Over in the Demo- 
cratic camp Wiley and pure food were regarded as effective ammuni- 
tion. Josephus Daniels and Homer S. Cummings were eager for the 
reformer’s help, while Woodrow Wilson himself discussed pure food 
on several occasions.° 

Though not a major issue in 1912, pure food was more important 
than usually is realized. It may have had greater political impact than 
conservation. When Wiley was under fire in the summer of 1911, a 
Kentuckian asked: “What are they trying to do with Dr. Wiley?” 
On being told it “looks like anther Pinchot matter,” he replied: 
“Pinchot h—, we don’t eat lumber.”* Its real significance, however, 





* The quotations are from “‘Why I Sup- 1912 (WP, general correspondence): New 
port Wilson and Marshall,’’ a manuscript York World, September 10, 1912; Washing- 
copy of an address Wiley delivered at Terre ton Evening Star, September 18, 1912. The 
Haute, Indiana, October 2, 1912 (WP, gen- writer is indebted to Dr. John W. Davidson 
eral correspondence). His other speeches for permission to read the stenographic re- 
were similar. port of Wilson's Sioux City, Iowa speech. 

*M. Moores to Taft, August 13, 1912, and *R. M. Allen to Wiley, July 22, 1911 
cross-reference slip summarizing letter (WP, general correspondence). Archie 
from Moores, August 14, 1912 (William Butt thought the Pinchot excitement would 
Howard Taft papers (cited hereafter as appear as a “‘zephyr”’ in comparison with 
TP), Presidential Series No. 2, Library of the storm that would follow Wiley’s re- 
Congress). moval (Taft and Roosevelt: The Intimate 

5 Daniels to Wiley, September 5, 1912, Letters of Archie Butt, Military Aide (New 
and Cummings to A. L. Pierce, October 2, York, 1930), Vol. II, p. 695). 
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is as one more feature in the combination of circumstances that doomed 
the Republicans in 1912. We need to study the administration of the 
pure-food law. We need to understand the dilemma in which Repub- 
lican leadership found itself and to see if Roosevelt and Taft by a 
different course could have stood at Armageddon without this defect 
in their political armor. 


On the last day of June, 1906, Theodore Roosevelt rode to the 
Capitol and signed the Food and Drugs Act, a measure that culminated 
a long fight to extend federal protection to consumers. Many had 
combined to make the law possible, but two names need special men- 
tion here—Harvey W. Wiley and Theodore Roosevelt. As Chief 
Chemist of the Department of Agriculture Wiley instituted systematic 
investigations of food adulterations. He helped develop methods of 
analysis. He tested the effects of chemical preservatives on the health 
of a panel of young volunteers, the “poison squad.” He assisted the 
organization of pure-food congresses, recruited workers for the cause, 
sought to consolidate support for specific proposals, and at all times 
consulted closely with leaders in Congress, supplying information and 
helping to draft legislation.’ President Roosevelt, in contrast, was a 
late convert. Though he had been urged to recommend passage of a 
federal law as early as his first annual message to Congress, not until 
December, 1905, did he act. But his final commitment was important. 
Repeatedly he reminded Speaker Cannon that he was concerned about 
the bill and considered its passage imperative. Though in the heat of 
the Bull Moose campaign T. R. was to exaggerate his role, it is clear 
that in 1906 he threw his influence into the balance.® 


The act, approved by overwhelming majorities in both Senate and 
House, prohibited interstate or foreign commerce in any food or drug 
that was adulterated or misbranded within the meaning of certain 
general definitions. Violations were punishable by fine or imprison- 
ment, or both, though a dealer was to be immune from prosecution 
when he could produce a guaranty from middleman or manufacturer 





‘For a summary of Wiley’s work, see Vol. V, pp. 285-286; Cannon to W. Loeb, 
Harvey W. Wiley: An Autobiography May 30, 1906 (RP,, confidential file); and 
(Indianapolis, 1930), pp. 198-230. His ef- Roosevelt to Cannon, June 13, 1906 (RP, 
forts may be followed in detail in records personal letter books). In 1912, Roosevelt 





of the Bureau of Chemistry, National 
Archives. 

*J. Wilson to Roosevelt, November 15, 
1901 (Theodore Roosevelt papers (cited 
hereafter as RP), confidentia! file, Library 
of Congress). For evidence of T. R.’s con- 
cern, see Roosevelt to Cannon, May 27, 
1906, E. E. Morison, ed., The Letters of 
Theodore Roosevelt (Cambridge, 1951-1954), 


—minimizing unfairly the work of others 
—took the lion’s share of credit for the law 
(Roosevelt to W. E. Myer, August 3, 1912 
(RP, T. R. carbons)). For attacks on the 
accuracy of his memory, see W. B. Hey- 
burn to Wiley, August 23, 1912, and J. R. 
Mann to Wiley, August 27, 1912, both in- 
cluded in ‘“‘Why I Support Wilson and 
Marshall."’ 
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that the articles concerned did not violate the law. Adulterated or mis- 
branded products could be proceeded against in the federal district 
courts and seized by libel for condemnation. Though uniform regula- 
tions for carrying out these provisions were to be formulated by the 
Secretaries of the Treasury, of Commerce and Labor and of Agri- 
culture, responsibility for administration rested in the latter’s depart- 
ment. Foods and drugs were to be examined by the Bureau of 
Chemistry. If adulteration or misbranding had taken place, the Secre- 
tary of Agriculture was to give notice to the party from whom the 
sample was obtained. Anyone so notified was to be given a hearing, 
and if it appeared that the law had been violated, the Secretary was 
at once to certify the facts to the proper district attorney.’ 


Now the Roosevelt Administration faced the task of making the 
statute an effective regulatory tool. First, the three Secretaries formu- 
lated rules for enforcement. Next, the Secretary of Agriculture began 
to issue food-inspection decisions designed to publicize the official 
construction of the Act.*® Late in April, 1907, an important organi- 
zational step was taken when Secretary Wilson created a Board of 
Food and Drug Inspection, and made Wiley its chairman. The two 
other members were George P. McCabe, the able, aggressive solicitor 
of the Department of Agriculture, and Frederick L. Dunlap. a young 
chemist from the University of Michigan brought in especially for this 
post and given the title of associate chemist. The board was to con- 
sider all questions upon which the decision of the Secretary was neces- 
sary, to report its findings to him and to conduct all hearings on alleged 
violations. The appointment of Dunlap and the creation of the board, 
which was accomplished with the full knowledge and consent of Roose- 
velt,"* Wiley believed an attempt to checkmate the Bureau of Chemistry, 





(Washington, 1911), pp. 1006-1015. Food- 


* Statutes at Large of the United States 
inspection decisions through No. 138 (is- 





of America, Vol. XXXIV, Part I, pp. 
768-772. State, territorial and District of 
Columbia officials could report violations 
to the district attorneys, but not many 
cases were brought to trial by this method. 

” Acting as the representative of James 
Wilson, Wiley met with agents of the 
other department heads and drafted 40 
regulations which set forth procedures for 
collecting samples and conducting hear- 
ings, specified methods of chemical analysis 
and amplified somewhat the sections of the 
Act that dealt with exports, imports, adul- 
teration and misbranding. A convenient 
reprint of these regulations with revisions 
is in “‘Expenditures in the Department of 
Agriculture,’’ Hearings Before the Commit- 
tee on Expenditures in the Department of 
Agriculture [April 24—] August 22, 1911 


sued July 12, 1911) may be found at pp. 
1019-1120. 

"United States Department of Agricul- 
ture, Office of the Secretary, General Order 
No. 111, April 25, 1907 (photostat) (records 
of the Food and Drug Administration, Of- 
fice of the Commissioner, material relating 
to agitation for pure food bill, National 
Archives); Wilson to Wiley, April 24, 1907 
(WP, general correspondence); Roosevelt 
to J. B. Angell, March 19, 1907 (RP, per- 
sonal letter books). Dunlap was not to 
participate in the normal administrative 
work of the Bureau of Chemistry but was 
to have an office and clerical force there 
and was expected to inform himself on all 
food and drug matters. 
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to retaliate for his having convinced the President on the correctness 
of his views on the labeling of whisky.'* Wilson, a canny Scot from 
Tama County, Iowa, now in his seventy-first year and Secretary of 
Agriculture for a deeade, had a different explanation: Wiley’s duties 
were such that an additional chemist was needed to devote full time 
to enforcement work. But there was more to it than this. Wilson— 
a farmer, a politician, an administrator, but neither a scientist nor a 
lawyer—was bewildered by the complexities that confronted him. 
There is no doubt he was losing confidence in Wiley and searching for 
a way to reduce his dependence on him.** 





The first of a series of celebrated controversies involved labeling. 
Just what should be called whisky? The difficulty grew out of the 
section on misbranding in the 1906 law which specified that the term 
“blend” should mean a mixture of like substances. On December 1, 
1906, Secretary Wilson signed Food Inspection Decision 45, ruling that 
mixtures of bourbon whisky and neutral spirits (ethyl alcohol) were 
not to be labeled “blended whisky.” Behind this was Wiley’s reason- 
ing that neutral spirits colored and flavored was not whisky but a 
spurious imitation thereof. When mixed with the genuine article, it 
was not a blend, for that could be only a mixture of like substances. 
Whisky, he believed, could be produced only by so distilling the fer- 
mented mash of cereals that the distillate contained not only ethyl 
alcohol but all the congeneric products that were volatile at the 
temperatures of distillation. Thereafter, aging in the wood was re- 
quired to improve color, flavor and aroma. Neutral spirits, however, 
produced in stills which permitted fractionating of the distillate, was 
ethyl alcohol with but mere traces of the congeneric substances that 
gave whisky its distinctive character. To Wiley this distinction was 
primarily a matter of honesty, not wholesomeness. A pure food or 
drink was what it was represented to be."*. Food Inspection Decision 
45 stirred up a hornets’ nest. Blending or rectifying firms protested to 
the President and Secretary of Agriculture that neutral spirits was no 
more than rectified, purified and refined whisky and, when colored and 





® Work cited at footnote 3. Scott, January 13, 1909 (Congressional Rec- 
% Wilson stressed his need for advice ord, 60th Cong., 2d Sess., p. 1882)). See 
when he offered the appointment to Dun-_ also ‘‘Expenditures in the Department of 
lap, and he made no secret of his belief Agriculture,’’ cited at footnote 10, at pp. 
that decisions on disputed questions were 854-855. 
more readily accepted when not a one-man * One of Wiley'’s best presentations of his 
product (Wilson to Dunlap, March 29, 1907 position is his memorandum for the At- 
(United States Department of Agriculture torney General, October 8, 1907 (WP, 
general records, correspondence of the Of- Whisky). 
fice of the Solicitor), and Wilson to C. F. 
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flavored, always had been known as whisky.’® Concerned by the storm 
of protest, Theodore Roosevelt studied the question carefully and asked 
Attorney General Charles J. Bonaparte for advice. When Bonaparte 
concluded that neutral spirits was not a like substance, the President 
directed that only a mixture of two or more straight whiskies should 
be called a “blend.” Straight whisky mixed with ethy! alcohol should 
be marked a “compound” if there were enough straight whisky to 
make it genuinely a mixture, but neutral spirits with color and flavor 
was to be labeled an “imitation.” 


““Glucose"’ Labeling Fight 


Another labeling fight involved the sweet, viscous product of 
cornstarch treated with hydrochloric acid. For many years this com- 
modity, known commercially as “glucose,” was not sold directly to the 
public, but only to candy makers and others who found it a cheap 
adulterant. In 1902, however, the Corn Products Refining Company 
(in which Standard Oil stockholders and managers were prominent) 
began to sell it to the retail trade as “Karo Corn Sirup,” a name chosen 
frankly to overcome prejudice against glucose. As soon as the pure- 
food law went into effect, Corn Products sought and obtained a hear- 
ing. “Glucose,” it contended, was merely a trade name for a wholesome 
product against which the public was prejudiced, while “corn sirup” 
met the spirit of the food law because it told the consumer what it was 
a sirup—and what it came from—corn. Wiley disagreed. “Corn 
sirup” was a deceptive term used only to persuade people to buy what 
they otherwise would not. When, early in November, 1907, the Board 
of Food and Drug Inspection decided that “corn sirup” was not a 
satisfactory synonym, Secretary Wilson approved, but Corn Products 
renewed its protests, and Wilson promised to hold the whole matter 
in abeyance pending presentation of additional information and new 








* J. G. Schmidlapp to W. H. Taft, De- 
cember 14, 1906 (USDA general records, 
correspondence of the Office of the Secre- 
tary, “Food Laws’’');: W. M. Hough to 
Wilson, February 22, 1907 (USDA general 
records, correspondence of the Office of the 
Secretary, Charges and Criticism); A. J. 
Sunstein to B. Penrose, February 23, 1907; 
P. J. Bowlin Liquor Company to Roosevelt, 
March 2, 1907; H. F. Corbin & Company to 
Roosevelt, March 7, 1907; and W. H. Rich 
to Roosevelt, March 13, 1907 (USDA gen- 
eral records, correspondence of the Office of 
the Secretary, ‘‘Liquors’’). 

% Wiley to R. M. Allen, March 30, 1907 
(WP, general correspondence); Roosevelt 








to Wilson, March 16, 1907, Letters, Vol. V. 
Ppp. 624-625; Roosevelt to Wilson, April 10, 
1907, Letters, Vol. V, p. 645: H. W. Wiley. 
The History of a Crime Against the Food 
Law (Washington, 1929), pp. 108-113 
When protests continued, Roosevelt di- 
rected Bonaparte to grant the complaining 
interests a rehearing. The Attorney Gen- 
eral, however, found no reason to modify 
his original opinion (Bonaparte to Roose- 
velt, May 29, 1907 (printed copy) (WP. 
Food and Drug Laws)). The affected in- 
terests did not give up (H. C. Lodge to 
Roosevelt, November 1, 1907 (RP, Personal 
Pres. File)). 
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evidence. Now the company brought heavy political pressure to bear."’ 
At a new hearing, the case for corn sirup was argued in greater detail, 
and the extent of the interest that allegedly would be affected adversely 
was stressed. Wiley stood by his contention, but McCabe and Dunlap 
reversed themselves and found “corn sirup” acceptable.** The issue 
was closed in February, 1908, when Secretaries Cortelyou, Wilson 
and Straus signed a decision sanctioning the term preferred by the 
industry. That Roosevelt himself made the key decision is clear from 
Wilson’s 1911 recollection of a meeting at the White House: 

The President had a phial of this sirup, and had his opinion with regard to 
the people that did not regard that as a sirup. The long and short of it 
is that the three Secretaries got together, and they were convinced the President 
had logically selected the correct name.” 

No food-law quarrels were more bitter than those stemming from 
the section that banned, as adulterated, food which contained any added 
poisonous, or other deleterious, ingredient that might render it injurious 
to health. First to provoke a crisis was sulphur dioxide, used widely 
in the production of dried fruit, sugar, sirup, molasses and wine. Food 
Inspection Decision 76, approved in June, 1907, by the three Secretaries, 
promised that, pending investigation, no prosecutions would be insti- 
tuted if the total amount of sulphur dioxide in food products did not 
exceed 350 milligrams per kilogram and labels indicated its presence. 
Even prior to the ruling, protests came from California, where fumes 
of burning sulphur were used by the fruit-drying industry as a bleach 
and preservative. Though the Department of Agriculture granted a 
hearing, California political and trade leaders did not permit President 
Roosevelt to remain unaware of their concern.2® When the President 
inquired of the department, he received a statement, drafted by Solic- 
itor McCabe, which held that the government “has gone as far as is 
consistent with the upholding of the Pure Food Law.” Roosevelt 
thought this report “absolutely conclusive,” ** but the fruit interests 





. tures in the Department of Agriculture,’ 
s congressmen were enlisted to write citeq at footnote 10, at pp. 1143-1421. 





letters of protest to Roosevelt, The Iowa 
Grain Dealers’ Association sent resolutions 
attacking the government's position to the 
President, to Secretary Wilson and to Iowa 
congressmen. Senator William J. Stone 
protested at the instance of St. Louis 
manufacturers, while one correspondent 
wrote in behalf of the “‘Newspaper Pub- 
lishers of the United States.”’ 

*A full record of the correspondence, 
resolutions, briefs and hearings on the 
glucose question is printed in ‘‘Expendi- 


*” “Expenditures in the Department of 
—ee cited at footnote 10, at p. 


* See collection of telegrams in corres- 
pondence of the Secretary, ‘‘Sulphur.'’ The 
limit was based on studies of California 
fruits and on Wiley’s belief that it need 
not be exceeded if care were exercised in 
sulphuring. 

71'W. M. Hays to Roosevelt, July 24, 1907 
(copy), and W. Loeb, Jr., to Hays, July 
25, 1907.. 
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were far from satisfied. The decision, which specified a limit on 
sulphur below the amount used the previous season, troubled both 
grower and packer by raising doubts as to the validity of their con- 
tracts. Besides, labels already had been purchased which did not 
conform to the new requirements.** Meanwhile, Secretary Wilson 
was touring the West. When he arrived in California early in August, 
he gave the fruit men a hearing. Impressed by the magnitude of the 
interests involved, he promised a thorough investigation. While 
awaiting its outcome, he pledged immunity from prosecution. Thus, 
Wilson made the decision not to prosecute ; Roosevelt concurred.”* 


Benzoate-of-Soda Problem 


The next storm center was benzoate of soda, a preservative used 
most extensively in catsup. Wiley long had believed it injurious, for 
by the metabolic processes it was converted to hippuric acid, the 
elimination of which, he reasoned, placed an added burden on the 
excretive organs. This burden, moreover, was unnecessary, for proper 
sterilization in preparation and due care in use of products were 
sufficient to end danger from spoilage.** Though Food Inspection 
Decision 76 had promised no prosecutions against goods, packed 
during the 1907 season, which contained this preservative provided 
that the quantity did not exceed one tenth of 1 per cent, that it hitherto 
had been in general use and that labels noted its addition, food manu- 
facturers who depended on benzoate knew full well the Chief Chemist’s 
position, and worried about 1908. 

In November, 1907, the Board of Food and Drug Inspection 
granted them a hearing at which it was argued that no one ever had 
been hurt by eating the preservative and that experts disagreed on 
its wholesomeness. Spoilage was a far greater danger to health than 
the chemicals used to prevent it. 

Should benzoate be banned, it was charged, the entire trade would 
be thrown into the hands of two or three houses that managed to get 





A. M. Ashley to J. Wilson, September 3. 





=f the grower sulphured very lightly. 
his fruit might be rejected by the packer 
on grounds that it did not have the color 
stipulated in the contract. If he sulphured 
too heavily, the packer might refuse to 
accept because it was over the allowable 
maximum. The packer faced a similar 
problem. Whether he observed the limit 
or not, the eastern buyer had an excuse— 
very convenient in a falling market—for 
rejecting his shipment (P. Hersey and H. 
Cahen to G. C. Perkins, August 13, 1907; 





907; and R. A. Gould, ‘“‘Experiments on 
the Drying and Sulphuring of the Decidu- 
ous Fruits of California’). 

*% “Expenditures in the Department of 
Agriculture,’’ House Report, 62d Cong., 2d 
Sess., No. 249 (January 22, 1912), p. 5: 
Roosevelt to Wilson, August 17, 1907 (RP, 
personal letter books). 

**Pure Food'' (House Committee on 
Interstate and Foreign Commerce, hear- 
ings, February 13-27, 1906, pp. 242-244). 
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along without it.** The protestants, however, did not pin their hopes 
entirely on convincing the board; by January they had succeeded 
in rousing the active interest of the President. 


Saccharin as Substitute for Sugar 


Roosevelt’s attention also had been directed to saccharin, which 
in addition to its use by diabetics was employed as a substitute for 
sugar in canned goods, particularly corn. Since it was a cheap imita- 
tion of cane sugar, Dr. Wiley considered its use a deception. It was 
indigestible, devoid of food value, and its excretion tended to break 
down the kidneys and induce disease.** In the opinion of McCabe 
and Dunlap the weight of authority indicated that saccharin was 
harmless. 


Until there should be authoritative determination, they believed 
that saccharin should be permitted in foods, provided its presence 
was declared on the label and its use was not intended to conceal 
inferiority.** 


Referee Board of Consulting Scientific Experts Created 


As Roosevelt faced 1908, it was apparent that some action on the 
question of added substances—sulphur dioxide, benzoate of soda, and 
saccharin—would have to be taken before the start of another growing 
season. To complicate matters, the President was losing confidence in 
Wiley as a guide in scientific matters. The frequent protests indicated 
that something, at least, was to be said on the other side. Wiley him- 
self felt that his fall from Presidential grace occurred when at a White 
House conference he told T. R. that saccharin was injurious. Roose- 
velt turned on him and hissed angrily through his teeth: “Anybody 
who says saccharin is injurious is an idiot. Dr. Rixey gives it to me 
every day.” ** Why not create a panel of eminent scientists to deter- 
mine whether or not the substances added to foods had a deleterious 
effect on the human organism? Sometime early in January the Presi- 
dent settled on this. Such a step was characteristic of his approach to 
problems of administration, but the suggestion came from the catsup 
makers. Roosevelt acted quickly. On February 24, a five-man Referee 





* FDA records of the Board of Food preservative was needed for bottled catsup 
and Drug Inspection, Hearing No. 59, if the best materials, methods and sanita- 





November 4, 1907. Wiley saw that the 
hearing was attended not only by the com- 
plainants, but also by the antibenzoate 
forces in the industry. A representative of 
the H. J. Heinz Company described the 
experience of his firm and insisted that no 


tion were employed. 

* Wiley to McCabe, January 13, 1908 
(correspondence of the solicitor). 

** McCabe to Roosevelt, January 14, 1908 
(correspondence of the solicitor). 

** Work cited at footnote 3. 
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Board of Consulting Scientific Experts, headed by President Ira 
Remsen of Johns Hopkins, was created.** Soon it was asked to rule 
on sulphur dioxide, benzoate of soda, and saccharin. Did these sub- 
stances render food injurious to health? Did they reduce, lower, or 
injuriously affect, the quality and strength of food? Meanwhile, pro- 
vided that labels stated plainly the fact, benzoate might continue to 
be used in quantities not exceeding one tenth of 1 per cent, and no 
objection would be made to foods that contained the “ordinary quan- 
tities” of sulphur dioxide.*° 

Food-law troubles, however, seemed irrepressible. Soon the 
whisky question came again to the fore. To test the validity of the 
government’s position, several libels were brought in 1908 for the 
seizure and condemnation of allegedly misbranded liquor. All of these 
proceedings were decided in favor of the United States, as were 
several efforts to enjoin the government from enforcing its labeling 
requirements. Yet the rectifiers did not despair. In December, 
Roosevelt was induced to ask John G. Capers, Commissioner of Internal 
Revenue, to hear their arguments, to confer with Wilson and Dunlap 
in Agriculture, and to report. The outcome was a Dunlap memo- 
randum recommending that neutral spirits not be required to bear the 
“imitation” label, but instead be branded as “neutral,” “redistilled,” or 
“rectified” whisky. Attorney General Bonaparte, asked by T. R. to 
comment, denounced the Dunlap suggestions. His original opinion, 
he observed, had survived at least four tests in court. Final determina- 
tion should be left to the court of last resort.** The President, now 
under heavy pressure from straight-whisky men and reformers, accepted 
the Bonaparte stand as “conclusive” and refused to interfere.** 


Then there was the attack, disturbing in an election year, on the 
administration of the food law, at the Mackinac Island meeting of the 
Association of State and National Food and Dairy Departments. 
Edwin Fremont Ladd, president of the association, criticized Secretary 
Wilson for refusing to cooperate in food-standards work and for 
creating at the behest of interested manufacturers the referee board, 








*® McCabe to Roosevelt, January 14, 1908; 
McCabe to J. B. Reynolds, October 22, 1909 
(correspondence of the solicitor); Roosevelt 
to Remsen, January 16, 1908 (Letters, Vol. 
VI, pp. 908-909); ‘‘Expenditures in the De- 
partment of Agriculture,"’ Hearings, pp. 
254-256: Wilson, special order, February 
24, 1908, Hearings, p. 425. In addition to 
Remsen, the board included Professors R. 
H. Chittenden, of Yale; C. A. Herter, of 
Columbia: J. H. Long, of Northwestern; 
and A. E. Taylor, of California. 





* Food-Inspection Decision 89. Later, the 
board was asked about copper salts and 
aluminum compounds. 

™ Louisville Courier-Journal, December 
16, 1908; Bonaparte to Roosevelt, February 
19, 1909 (copy) (correspondence of the 
Secretary, ‘‘Liquors’’). 

= Telegrams to Roosevelt, and H. B. 
Needham to Roosevelt, February 22, 1909, 
(correspondence of the Secretary, ‘‘Liq- 
uors’’); Roosevelt to Wilson, February 23, 
1909 (RP, personal letter books). 
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while the convention itself formally regretted Wilson’s stand and 
voiced its opposition to chemical preservatives. Though Wiley tried 
to prevent Ladd from attacking the Secretary, he failed to defend his 
Chief before the delegates. Wilson was resentful, and the rumor was 
persistent he would ask Wiley to resign.” 

Benzoate of soda would not down. Since the referee board was 
investigating its wholesomeness, Secretary Wilson forbade publication 
of Wiley’s report on his benzoate feeding experiments, which found 
the preservative injurious to digestion and health. A misunderstand- 
ing occurred, however, and the report was printed,” creating the false 
impression that the government had banned the chemical. When a 
reassuring food-inspection decision was proposed, Wiley refused to 
sign, and the decision as issued became evidence of the split in the 
Board of Food and Drug Inspection.* As 1908 drew toa close, rumors 
spread that Wiley was about to be ousted but, at the White House, 
Presidential Secretary Loeb insisted he knew nothing of serious dis- 
agreement nor of an impending dismissal.** Then, late in January, 
the referee board reported on benzoate, giving it what amounted to a 
clean bill of health.*7 In Congress, the reaction was prompt. Senator 
Heyburn of Idaho, who had sponsored the pure-food bill, rose to insist 
that the referee board had been assigned a function which the framers 
of the law intended to remain the province of the courts. Over in the 
House, Representative Lever of South Carolina led an abortive effort 
to amend the agricultural appropriation bill so as to abolish the board, 








*% ‘Report of the Proceedings of the of such great importance as to make it 
Assoc- 


Twelfth Annual Convention of the 

jation of State and National Food and 
Dairy Departments,"’ 3 American Food 
Journal 1-12 (August 15, 1908); ‘‘Expendi- 
tures in the Department of Agriculture,"’ 
Hearings, pp. 435-436; E. F. Ladd to Wiley, 
August 13, 1908 (WP, general correspond- 
ence); J. Q. Emery, A. C. Bird, and E. F. 
Ladd to Roosevelt, October 15, 1908 (cor- 
respondence of the Secretary, ‘Food 
Laws’’). 

* For a brief summary, see United States 
Department of Agriculture, Bureau of 
Chemistry, Circular No. 39 (Washington, 
1908). 

*® Wiley to Board of Food and Drug In- 
spection, December 18, 1908 (records of 
the Board of Food and Drug Inspection, 
“‘Benzoate of Soda’’); Food Inspection De- 
cision 101. 

* Washington Post, December 29, 1908. 
A few days later, T. R. wrote: “The 
trouble with Dr. Wiley is, that to my per- 
sonal knowledge, he has been guilty of 
such grave errors of judgment in matters 


quite impossible to accept his say-so in a 
matter without a very uneasy feeling that 
I may be doing far-reaching harm to worse 
than no purpose. . . . On the other hand. 
I have such confidence in his integrity and 
zeal that I am anxious to back him up to 
the limit of my power wherever I can be 
sure that doing so won't do damage in- 
stead of good."’ (Roosevelt to H. H. Rusby, 
January 7, 1909 (Letters, Vol. VI, pp. 
1467-1468) .) 

“**The influence of Sodium Benzoate 
on the Nutrition and Health of Man” 
(enclosure to letter, Remsen to Wilson, 
January 23, 1909 (‘‘Expenditures in the De- 
partment of Agriculture,"’ Hearings, pp. 
328-329)). In the only other report of its 
work published before Wiley left the gov- 
ernment, the referee board found that the 
long-continued use of saccharin in quan- 
tities over three tenths of a gram daily was 
liable to impair digestion and that the 
substitution of saccharin for sugar in foods 
lowered their quality. 
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which, it was asserted, was an illegal attempt to emasculate the pure- 
food law and to check Wiley by indirection.** 


Repercussions of Referee Board's Answer to Preservative Question 


The conclusions of the Remsen group were, of course, a severe 
blow to those who had led the fight against the preservative. Wiley 
felt the scientists had missed the spirit of the law, which had been 
intended to safeguard the consumer. When the referee board ruled in 
favor of a preservative, the issue, though it might be unresolved in the 
minds of other experts, could not be fought out in the, courts as Con- 
gress intended. Would not the finding that the chemical was harmless 
lead to its general use in milk and other foods? *® Wiley’s indignation 
was shared by those food manufacturers who did not use preservatives. 
Remsen and his associates had answered certain narrowly defined ques- 
tions but had ignored, they charged, the fact that the use of benzoate 
permitted their competitors to process inferior materials and to employ 
unsanitary methods. At the instance of the Heinz Company, Lyman 
and Lawrence Abbott brought this claim to the attention of the President. 


Roosevelt asked Remsen about it, but the Johns Hopkins scien- 
tist supposed poor materials and sanitation could be dealt with entirely 
apart from the preservative question.*° This, apparently, was Roose- 
velt’s view, and on his last full day in office a food-inspection decision 
was issued announcing that no objection would be raised to benzoate 
of soda provided that each package of food was labeled to indicate both 
presence and amount.* 


President Taft Inherits Whisky Controversy 
William Howard Taft faced a difficult situation from the begin- 
ning. Roosevelt, thought the whisky blenders, had interpreted the 
law unfairly, while in the view of antipreservative forces he had under- 
mined it by his sensitivity to complaints of the interests. Taft pro- 


L. S. Dow to Wiley, February 2, 1909 (WP. 
general correspondence). The most judici- 





*% Congressional Record, 60th Cong., 2d 





Sess., pp. 1360, 1883, 2152-2154, 2158-2160. 

* Wiley to R. D. Townsend, January 28, 
1909, and Wiley to J. M. Chapman, Jan- 
uary 29, 1909 (WP, general correspond- 
ence). 

“Cc. F. Loudon to Wiley, February 11, 
1909 (WP, general correspondence); L. A. 
Abbott to Roosevelt, February 1, 1909, and 
Remsen to Roosevelt, February 5, 1909 
(‘Expenditures in the Department of Agri- 
culture,"" Hearings, pp. 330-331). Wiley 
supplied the Heinz agent with material to 
use in establishing a case with the Abbotts. 


ous statement on the merits of this charge 
is the testimony of A. W. Bitting before a 
master appointed by the United States 
Cireuit Court for the District of Indiana in 
Williams Brothers Company et al. vw. 
Harry E. Barnard et al., No. 10,894, Chan- 
cery, III, 2625-2627, 2631-2639, 2641, 2654- 
2656. Bound volumes of this testimony are 
filed with the Wiley papers in the Library 
of Congress. 
“ Food Inspection Decision 104. 
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posed to enforce the law fully and fairly, but he knew it was no simple 
task. He wrote: * 
I expect to give Dr. Wiley the reasonable and just support he is entitled to 


have. But when I feel that he has done an injustice I expect to differ with him 
even at the expense of having my motives questioned. 


Presidential Opinion on Labeling 


The whisky blenders lost no time. Their appeal for a rehearing 
led Taft to direct Solicitor General Lloyd W. Bowers to take testimony 
and report on a number of questions that went to the heart of the 
controversy. Late in May, Bowers announced his conclusion that 
neutral spirits colored and flavored should not be called whisky, but he 
conceded that a mixture of neutral spirits and straight whisky might 
bear the coveted label provided the proportion of neutral spirits was 
not so high that it robbed the mixture of the by-products that gave 
whisky its character. Neither the straight-whisky men nor the blenders 
were satisfied, and, late in June, Taft was prevailed upon to hear argu- 
ments at the White House. Finally, in December, he announced his 
conclusion that despite the varied methods of manufacture, all potable 
liquor distilled from grain long had been known in the trade and among 
consumers as whisky. The practice of palming off one kind of whisky 
as another might be corrected by labels such as “whisky made from 
neutral spirits” or “blend of straight whisky and whisky made from 
neutral spirits.” ** There was much to be said for the common sense 
of the Presidential opinion, but some felt that Taft had intervened to 
extricate litigants already defeated in the courts. Nor were the 
rectifiers pleased ; they did not like the labels suggested. Pressure was 
brought to bear, and the three Secretaries in Food Inspection Decision 
113, of February, 1910, permitted neutral spirits distilled from grain 
to be labeled as whisky without qualification.** 





“Taft to H. D. Ward, March 24, 19099 Washington, 1909): United States Presi- 
(TP, letterpress books, Pres.). Dr. Wiley dent, Pure Food Act. What is the Meaning 








hoped the new President would administer 
the law as Congress intended: ‘“The prin- 
ciple that the right of the consumer is the 
first thing to be considered would be worth 
more to this country than the actual pro- 
tection to health or the freedom from 
fraud.’’ (Wiley, manuscript prepared for 
Christian Herald: ‘‘What Is the Most Im- 
portant Task Before the New Administra- 
tion Under President Taft?’" (WP, ‘Food 
and Drug Laws’’).) 

*U. S. Department of Justice Report of 
the Solicitor-General to the President upon 
Certain Questions Submitted to Him Con- 
cerning the Meaning of the Term “‘Whisky”’ 
(United States Department of Justice, 


of the Term “Whisky” under the Pure 
Food Act? (Washington, 1909). 

* Justice Harlan asked Wiley: ‘‘What is 
this I hear about holding Supreme Court 
in the White House?’’ (H. W. Wiley, work 
cited at footnote 16, at p. 152.) The three 
Secretaries apparently were influenced by 
the argument that the suggested labels 
were inconsistent with the main point of 
the President's opinion (brief, W. M. 
Hough to J. Wilson, January 21, 1910, and 
report, R. E. Cabell, G. P. McCabe and C. 
Early to F. MacVeagh, J. Wilson and C. 
Nagel, January 22, 1910 (correspondence of 
the Solicitor). 
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The inherited uproar over benzoate of soda had continued. It 
was difficult to quiet, for to Wiley and many others the referee board’s 
finding had made benzoate the symbol of a fundamental issue: Was 
the law to be interpreted for the protection of the consumer or for the 
benefit of the manufacturer? Furthermore, the food industry was split 
in its views on the necessity and desirability of the preservative. 
Maikets, and even survival, seemed to depend on the status accorded it. 


Secretary Wilson Attends 1909 Food-Dairy Meeting at Denver 


These differences were dramatized by the meeting of the Asso- 
ciation of State and National Food and Dairy Departments, at Denver, 
late in August, 1909. Secretary Wilson, still bitterly resentful of the 
attack made on him at Mackinac, determined that his point of view 
should be represented. He arranged to have the referee board attend, and 
he went himself at the head of the Department of Agriculture delegation. 


After a full-scale debate and the employment of pressure tactics, 
the association by a narrow margin endorsed the referee board report 
and in an even closer contest elected as president a candidate sup- 
ported by Secretary Wilson over one backed by Wiley’s cohorts. 
The proceedings, covered fully by the press, made the conclusions of 
the referee board no more palatable.” 


Preservatives Question Arises Again 


Nor were those conclusions popularized by the course Wilson 
pursued in the Indiana benzoate case. Two catsup manufacturers who 
depended on preservatives asked the United States Court for the Dis- 
trict of Indiana to restrain the Indiana food and drug commissioner 
from enforcing a state ban on benzoate of soda. The judge denied a 
temporary injunction, but the issues of a permanent injunction and 
of constitutionality were referred to a master in chancery. When 
counsel for the complainants sought to have the referee board bear 
witness to the harmlessness of the preservative, Wilson sent three 
members to Indianapolis at government expense. But when Indiana 
sought antibenzoate testimony from Bureau of Chemistry personnel, 
it encountered determined opposition. Secretary Wilson tried to 





* ‘Expenditures in the Department of sociation of State and National Food and 
Agriculture,’ Hearings, pp. 262-263, 352, Dairy Departments,"’ 4 American Food 
509-512, 554, 639-641, 804-805, 813-814, 871- Jowrnal 1-51, 57-95 (September 15, 1909) 
872, and ‘‘Report of Proceedings of the and at pp. 1-14 (October 15, 1909). 
Th.rteenth Annual Convention of the As- 
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defend administration policy, but he succeeded only in convincing 
many that protecting the interests concerned him more than safeguard- 
ing the Nation’s food supply.* 


While whisky and benzoate absorbed the spotlight, behind the 
scenes bitter wrangling disrupted the deliberations of the Board of 
Food and Drug Inspection. With but a few exceptions, differences of 
opinion featured McCabe and Dunlap uniting to overrule Wiley.“ 
What cases should be prosecuted? This was the basic issue. Op- 
portunities for dissension abounded. There was, for example, the three- 
months’ rule by which cases were placed in abeyance when more 
than 90 days elapsed without valid explanation between taking a 
sample and reporting its analysis. This Wiley opposed, for he felt 
it frequently resulted in excusing violations that should have been 
prosecuted.** He considered his associates too lenient in letting off 
offenders who pleaded an honest mistake.*® He questioned the wisdom 
of excusing violations until a test case was decided. He tried to 
persuade McCabe and Dunlap to forbid the use of alum until the 
referee board reported on it, even though this would have put the 


government in the position of trying to prove harmfulness while it 
But most disagreement developed 
over alleged misbranding. Some of these disputes involved nothing 


was still under investigation.” 


fundamental,®* but others were more basic in their implications. If, 


for example, a shipment was labeled “boneless cod strips,” 


Wiley 


believed it was misbranded unless the fish were entirely free of bones. 





“This story may be followed in ‘‘Ex- 
penditures in the Department of Agricul- 
ture,”” Hearings, yg | at pp. 275, 283, 


=. 880-882. Wilson refused. to send Wiley 
to Indianapolis to testify because he feared 
that a deliberate plot was afoot to create 
the impression that the administration was 
not backing up the referee board (Wilson 
to Taft, May 12, 1910 (correspondence of 
the Secretary, letters sent)). The master 
recommended that the complainants’ bill 
be dismissed, for he found it not an estab- 
lished fact in the scientific world that 
benzoate, even in limited quantities, was 
harmless. The judge followed this recom- 
mendation and was upheld in the circuit 
court of appeals. The issue was not 
fought out in the Supreme Court, for in 
1915 both parties agreed to a stipulation 
to dismiss (Curtice Brothers Company v. 
— et al., 209 F. 589 and 241 U. S. 

). 

* See tabulated statement in correspond- 
ence of the Secretary, Wiley investigations. 


In about one third of the cases there was 
no disagreement. 

** Numerous exchanges took place on this 
matter. Wiley explained his opposition 
clearly in memorandums for the Board, 
July 7, 1909 (copy) (WP, Food and Drug 
Inspection Board—I. S. 12000-12999), and 
August 4, 1909 (copy) (WP, Food and 
Drug Inspection Board: I. S. Memo File). 
McCabe sometimes was willing to waive 
the three-month rule (G. P. M., Note on 
I. S. 12532-a, August 4, 1909 (copy) (WP. 
Food and Drug Inspection Board—I. S. 
12000-12999) ). 

*” Wiley to Board, March 7, 1910 (WP, 
Food and Drug Inspection Board—lI. S. 
14000-14999) . 

* Wiley to Board, July 2, 1909 (copy) 
(WP, general correspondence). 

*! Dunlap to J. Wilson, January 24, 1910 
(Records of the Board of Food and Drug 
Inspection, ‘‘Alum’’). 

= The solicitor would refuse to proceed 
with a weak case, one that he felt made 
the government look ridiculous or one that 
was trivial. 
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It made no difference that in the trade the label had long meant merely 
fish from which the backbone but not the small bones had been 
removed. If a product bearing the label “arrowroot biscuit” con- 
tained only 15 per cent of arrowroot starch, it was misbranded; 
except for salt and shortening the biscuit should be entirely of arrow- 
root. When the board took a position which Wiley thought permitted 
ordinary flour to be sold as gluten flour of fractional strength, he 
was disturbed. It was not only dishonest, but it endangered diabetics 
who used such flour to restrict their starch intake.** 

These disagreements were the reflections of basic differences in 
approach. McCabe and Dunlap believed the law should be enforced, 
but they lacked Wiley’s crusading zeal. Their approach, moreover, 
was conditioned by McCabe’s professional background. A lawyer, he 
wanted cases that could be won, and he was contemptuous of what 
he considered the legal ignorance in the recommendations of the 


Bureau of Chemistry. Both the solicitor and the associate chemist 


in time lost their sense of detachment, indulged in the most insulting 
of comments, and were inclined to oppose automatically almost any 
Wiley in contrast believed in the 


stand taken by their antagonist. 
militant, even radical, administration of the law in the interest of the 
consumer. When he made such an issue of misbranding it was because 
he believed that intent to deceive presented a moral issue. If he 
frequently seemed inflexible it was because he feared concession to 
one industry would force him to yield all along the line. With 
McCabe's legalistic approach he had little patience. Confident in his 
own judgment, he wanted to get violations into court; given a chance, 
he was sure, he could persuade judge and jury. His was a trying 





® McCabe to board, October 15, 1909 
(copy); Wiley to board, October 19, 1909: 
Wiley to board, March 29, 1909 (copy): 
and McCabe to board, April 1, 1909 (copy) 
(WP, general correspondence). The cor- 
respondence on gi:uten flour is printed in 
“‘Expenditures in the Department of Agri- 
culture,"’ Hearings, pp. 1120-1125. Some of 
the bickering involved drugs. For ex- 
ample, Wiley wanted to prosecute a case 
on grounds which McCabe believed legal- 
ly unsound (Wiley to board, September 
24, 1909; Dunlap to McCabe, September 
29, 1909 (copy); McCabe to Dunlap, Octo- 
ber 4, 1909 (copy); and Wiley to board, 
October 13, 1909 (WP, general corre- 
spondence)). Though Wiley was a foe of 
nostrums, he concentrated the Bureau's 
efforts on food violations. McCabe attacked 
this policy in terms that compel belief that 


his purpose—in part, at least—was to em- 
barrass the Chief Chemist (McCabe to 
Wiley, January 29, June 24, and September 
6, 1910, “Expenditures in the Department 
of Agriculture,’’ Hearings, pp. 463-473, 
990-998). In 1911, Dunlap and McCabe per- 
suaded Secretary Wilson to forbid expend- 
iture of any Bureau of Chemistry funds for 
work in connection with the revision of 
the United States Pharmacopoeia. This 
Wiley resented as a restriction on work 
related closely to enforcement of the law 
(Hearings, pp. 559-563, 627-629, 831-832, 
887-888). Though these conflicts added to 
the bitterness of the quarrel in the Depart- 
ment of Agriculture, it was the disputes 
over food issues that were central that 
became political liabilities for Roosevelt 
and Taft. 
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position; yet despite emotional involvement and despite inner bitter- 
ness, he kept his temper better than his opponents.™* 


Early in June, 1910, Secretary Wilson issued General Order 140, 
which transferred to the solicitor most of the power of the Board of 
Food and Drug Inspection. The Bureau of Chemistry now was to 
submit the results of its examinations to McCabe—not the board—for 
recommendation to Wilson as to whether or not citations for hearings 
should be issued. The board was to continue to supervise hearings, 
but the recommendation to prosecute or not was to be made by the 
solicitor. More than ever Wiley was convinced that the intent of 
Congress had been flaunted, that the Bureau of Chemistry had been 
denied its legal role and that the minions of the food-dopers were 
in control.*° 


Out of this tension came charges against Wiley which fanned 
to bright flame the smoldering quarrel. Dr. Henry H. Rusby, an 


expert employed at the legal maximum of $9 a day to examine crude 
drugs imported at New York, had testified for the government in an 


enforcement case. His request to be paid $50 for each day in court 
Solicitor McCabe denied. Rusby was reluctant to testify again at the 
$9 rate, but the Bureau of Chemistry was anxious to have him appear 
in impending cases. A way seemed open when it was learned that the 
referee board scientists, though they did not give all their time to 
the government, were paid an annual salary. Why not hire Rusby 
on a similar basis? So Wiley recommended to Wilson that he be ap- 
pointed pharmacognosist at $1,600 a year, and the Secretary approved. 
Then in March, 1911, while Wiley was out of town, Dunlap, serving 
as acting Chief, obtained from the bureau files the correspondence 
on the Rusby appointment. After conferring with McCabe and 
Wilson, he prepared a memorandum for the Secreary which called 
attention to passages that suggested irregularities. Dunlap, circum- 
stances compel one to believe, felt he had something that might be 
used against Wiley. He did not seek explanation from anyone in 
the Bureau of Chemistry before he submitted the memorandum; he 





1910 (copy) (WP, general correspon- 


* Miss Anne L. Pierce, Mr. Fred B. Lin- 30, 
G. O. 140 was based on a clause 


ton and Dr. Paul B. Dunbar, who were’ dence). 


associates of Dr. Wiley in the Bureau of 
Chemistry, have helped the writer under- 
stand the differences that prevailed among 
the members of the Board. 

*® United States Department of Agricul- 
ture, General Order 140, June 9, 1910 
(photostat); FDA records, “Agitation for 
Pure Food Bill"’; McCabe to Wiley, June 


in an act appropriating funds for the De- 
partment of Agriculture which specified 
that all legal matters should be in the 
hands of the solicitor. Wiley believed this 
clause a joker inspired by McCabe to con- 
tain him (Wiley to C. F. Scott, October 
21, 1911 (WP, general correspondence) ). 
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tried to keep it secret by having it typed in another office ; he did not 
tell the Secretary the whole truth.* 


Wilson referred the matter to the department’s committee on 
personnel, one of whose three members was Solicitor McCabe. On 
April 20 the committee interrogated Rusby, Wiley, and two other 
Bureau of Chemistry officials who had done most of the negotiating 
with the drug expert. A few days later the committee reported that 
the contract for $1,600 a year had been put on the record to cloak a 
secret agreement to compensate Rusby at $20 per diem in deliberate 
defiance of the $9 statutory limit. Rusby, it recommended, should 
be dismissed and Wiley given the opportunity to resign.” 

Now James Wilson—no lawyer, dependent too much on McCabe, 
and exasperated by Wiley **“—took the matter to cabinet meeting, 
said the law had been violated and urged that Wiley immediately be 
dismissed. Attorney General Wickersham, who in Major Archie 
Butt’s opinion had as much political judgment as an ox, volunteered 
to review the case from a legal standpoint and, on May 13, advised 
that the President approve the recommendation of the committee on 


personnel. The agreement it had discovered, he said, “certainly merits 
condign punishment.” * For almost two months Taft failed to act, 
but on July 7 he wrote Wilson and instructed that Wiley and the 
others be shown the Attorney General’s conclusions and be given a 





“As acting Chief, Dunlap had trans- 
mitted the new appointment to Rusby and 
had received from him a letter asking per- 
mission to postpone a final decision until 
he could get more information. Though 
Dunlap did call Wilson's attention to this 
letter, his memorandum to the Secretary 
conveyed the impression that the Rusby 
eppointment was something he had stum- 
bled upon later (Dunlap to Wilson, March 
28, 1911, ‘Expenditures in the Department 
of Agriculture,"’ Hearings, pp. 109-110). 
For light on Dunlap’s actions prior to 
March 28, see Hearings, pp. 566-567, 569, 
612, 621-622, 624, 646. 

* “Hearing Before the Committee on 
Personnel, April 20, 1911,"' Hearings, pp. 
163-175; ‘‘Report of Committee on Person- 
nel,’ May 2, 1911, Hearings, 175-179; W. M. 
Hays, G. P. McCabe and C. C. Clark to 
Wilson, May 3, 1911, Hearings, p. 179. The 
other officials were Dr. L. F. Kebler, chief 
of the drug laboratory, and Dr. W. D. 
Bigelow, assistant chief of the bureau. 
The committee recommended that Kebler 
be demoted and Bigelow permitted to re- 
sign. The evidence brought out in the 
various hearings on this matter indicates 
that the heart of the difficulty was mis- 


understanding as to what service the gov- 
ernment was entitled to by the new Rusby 
contract. Rusby felt that the basis of com- 
pensation was $20 a day and that he should 
not be required to work for more than 80 
days, though he would serve more if asked. 
Bigelow thought in terms of $9 for the 
examination of samples and $50 for court 
work, regarding the $20 figure as the prob- 
able average of the two and the maximum 
Rusby should receive. Wiley knew that 
Rusby valued his services at $20 but, so 
far as he was concerned, the appointment 
called for the drug expert to perform all 
the work the bureau might have for him— 
testimony in court as well as examination 
of samples—at a fixed annual salary. 
Though the committee mentioned no 
charges, the principals were furnished with 
a written record of the hearing and given 
opportunity to submit statements. 

* Later, Wilson complained in writing 
that Wiley long had been insubordinate. 
Wilson to Taft, received at White House 
August 2, 1911 (TP, Pres. Series No. 2). 

® Taft and Roosevelt, Vol. Il, pp. 696, 
698-699; Wickersham to Taft, May 13, 1911 
(USDA, general personnel records, ‘“H. W. 
Wiley”’). 
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chance to make a final statement. They had not, he felt, had op- 
portunity to make a full defense.® 


When Wiley learned of Wickersham’s recommendation, he sensed 
at once that he had a chance to lay bare what he considered the con- 
spiracy against him. “We need no defense,” he told his chief clerk, 
“IT am planning an attack.”** A few mornings later the New York 
Times broke the news, complete with documents it had obtained from 
Rusby. Before the week was out the Nation knew that Wiley’s 
tenure was threatened. The press generally came to his support.™ 
Resolutions and letters rained down on Taft, Wilson and members of 
Congress. Especially significant were those from loyal Republicans 
who emphasized the esteem in which the public held Wiley. Taft's 
candidacy and the success of the GOP in 1912, they warned, were 
at stake.®* 


Against this backdrop of protest Wiley put the finishing touches 
on his statement for Taft. He had been condemned, he wrote, by 
star-chamber methods. He had never received one of the letters from 
Rusby that had been used against him. He had been influenced by 
the referee-board precedent and had explained the arrangement to 
the Secretary. This reply Wilson forwarded to Taft.** Now the 
Secretary was unwilling to support the recommendation of the com- 
mittee on personnel. The fault, he felt, was principally Rusby’s 
interest in more money. Admonition and reprimand would be suffi- 
cient punishment.® 


The uproar shook the administration. From Chicago, Attorney 
General Wickersham wrote his chief to lament that he had not advised 
a lighter penalty. It would be a mistake, he felt, to remove Wiley 
and have all the worriment of another Pinchot affair.°° Taft now was 





* Taft to Wilson, July 7, 1911, ‘“‘Expendi- @ New York Times, July 13 and 17, 1911; 








tures in the Department of Agriculture," 
Hearings, p. 183; Taft to Wilson, Septem- 
ber 14, 1911 (TP, letter press books, 
Pres.). Major Butt thought Taft at first 
had been inclined to stand by the Wicker- 
sham recommendation and let Wiley go, 
but that he was persuaded by Senator 
W. Murray Crane to go slow (Taft and 
Roosevelt, Vol. II, p. 696). 

“ F, B. Linton, ‘‘Federal Food and Drug 
Laws—Leaders Who Achieved Their ‘En- 
actment and Enforcement,"’ 4 Food Drug 
Cosmetic Law Quarterly 451, 467 (Decem- 
ber, 1949). ‘“‘We have got them no matter 
what happens to me. The lid is off and the 
whole damnable conspiracy will come to 
the surface."’ (Wiley to R. M. Allen, July 
20, 1911 (WP, general correspondence).) 


New York Globe and Commercial Adver- 
tiser, July 14, 1911; New York Journal of 
Commerce and Commercial Bulletin, July 
15, 1911; Pittsburgh Post, July 14, 1911; 
Ohio State Journal, July 20, 1911. See 
Interary Digest, Vol. XLIII, p. 127 (July 
22, 1911). 

® A collection of letters and resolutions 
is in correspondence of the Secretary, 
“‘Wiley Investigations."’ 

“Wiley to Wilson, July 18, 1911 (WP, 
general correspondence). 

® Memorandum, filed in USDA personnel 
records, ““H. W. Wiley.'’ Though undated 
and unaddressed, it probably was written 
at this time. 

* Wickersham to Taft, July 18, 1911 (TP, 
Miscellany CF and PPF), pp. 1908-1913. 
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thoroughly alert. Though he did not like Wiley, he saw that politically 
it was almost impossible to remove him. Through newsman Gus 
Karger he sought, apparently, to reassure the chemist. He had both 
McCabe and Wickersham report on precedents that the accused had 
cited in their defense. He followed closely the evidence developed by 
a House committee which under Chairman Ralph W. Moss of Indiana 
had begun a sweeping investigation not of the Rusby appointment 
alone, but also of the strife that had marked the enforcement of the 
law.** When the hearings were completed, Taft announced his 
decision to Secretary Wilson in a judicious statement that showed him 
at his best. The method of paying the referee board he found a prece- 
dent that justified Wiley. It was doubtful legislative policy to impose 
such severe limits on per-diem compensation of experts. He was con- 
cerned by the broader issues that had been brought out in the investiga- 
tion by the Moss Committee. The general efficiency of the department 
was involved. Much more radical action, he warned, might be required.®* 


The day that Taft exonerated Wiley he left the summer White 


As the Presidential train 
Justice had 


House at Beverly for a 13,000-mile tour. 
sped westward, the verdict of the newspapers came in. 
been done, it was agreed, yet it was expected that the promised more 
radical action would materialize. What could this mean but re- 
organization and dismissal of those responsible for this latest un- 
necessary embarrassment of the administration? ® Taft recognized 
the existence of an unhealthy situation in the Department of Agri- 
culture, but he was unwilling to yield entirely to Wiley, for he had 
not been convinced that the chief chemist, apart from the Rusby 





contract to satisfy Rusby, and should be 
reprimanded. Taft eased Wickersham's 
embarrassment by pointing out that the 
Attorney General's opinion was based on 
only part of the evidence, and doubtless 
would have been different had the whole 
record been before him (Taft to Wilson, 


“Taft and Roosevelt, Vol. Il, p. 699. 
See the cryptic exchange of notes between 
Wiley and James P. Hornaday, Washing- 
ton correspondent of the Indianapolis 
News (WP, general correspondence); Taft 
to Wilson, July 31, 1911 and Taft to 
Wickersham, August 3, 1911 (TP, letter- 


press books, Pres.); and E. W. Higgins to 
Cc. D. Hilles, August 22, 1911 (TP, Pres. 
Series No. 2). The Moss Committee 
reported unanimously that the Rusby con- 
tract was of doubtful administrative wis- 
dom and should be held invalid, but it 
found no evidence of conspiracy (‘‘Ex- 
penditures in the Department of Agricul- 
ture,"’ House Report, p. 2). The other 
findings of the committee are discussed 
in subsequent footnotes. 

® Taft also found Rusby not at fault, 
but Kebler and Bigelow, he concluded, had 
been ‘disingenuous’ in construing the 


September 14, 1911 (TP, letterpress books, 
Pres.)). 

“September 16, 1911 issues of Los 
Angeles Tribune, Chicago Daily Tribune, 
New York Journal of Commerce and New 
York World. The Springfield Daily Re- 
publican, September 16, 1911, declared that 
*‘now is the psychological moment for mak- 
ing the administrative changes which the 
Wiley decision renders imperative and for 
impressing the people with the president's 
own vigor and promptness as a chief execu- 
tive. The resignation of Secretary Wilson 
should be the first one demanded.” 
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incident, was right."? Yet the administration went far in an effort 
to satisfy him. On October 3, Wilson issued General Order 147, 
which replaced McCabe on the Board of Food and Drug Inspection 
with Roscoe E. Doolittle, head of the branch laboratory at New York. 
Now Wiley was in control, for Doolittle could be counted upon to 
follow his lead. The board, which for over a year had played only 
a minor role, henceforth was to determine whether citations for hear- 
ings should be issued and whether or not cases should be prosecuted. 
The solicitor was to do no more than prepare cases and transmit them 
to the Department of Justice. This was a material change, though the 
administration seems not to have received much credit for it.” 
For some weeks after the October reorganization the atmosphere 
was more tranquil. Then, early in 1912, controversy broke out again 
with a vengeance. One of the sore points was Wiley’s effort to enforce 
the pure-food law against interstate commerce in spoiled or misgraded 
grain,”? but more explosive in consequences was a quarrel over baking 
powder. The newspapers of February 27 carried a story that, over Dun- 
lap’s protest, Wiley and Doolittle had voted to abate cases against cream- 
of-tartar baking powders in which lead had been found. Wiley, it was 
suggested, bitterly opposed to alum baking powders, was protecting 
their competitiors. This unjustified assault on the chemist’s integrity 
was particularly irritating, for a selection of the confidential memo- 
randums of the board had been photostated and published. Dunlap 


must have been responsible.”* 





* Taft to McCabe, January 24, 1913 (TP, Wiley to R. H. McVicker, March 10, 1912 





letterpress books). 

™ Enclosure to letter, R. M. Reese to 
Wiley, October 3, 1911 (Records of the 
Bureau of Chemistry, general correspond- 
ence). Just what part the Secretary 
would play was not clear in the order 
itself, but the New York Herald (October 
4, 1911), reported that though Wilson ex- 
pected to follow the guidance of the Board, 
he still intended that its rulings be subject 
to his approval. The New York Times 
misinterpreted the order in its editorial 
of October 5, 1911. 

= Wilson at first supported Wiley, but 
a few days later, after he had been visited 
by delegations from the trade, he an- 
nounced that pending additional investi- 
gations there would be no seizures or 
prosecutions. This laid the administration 
open to the charge that it was putting 
political considerations ahead of enforce- 
ment of the law (Wiley memorandum, 
March 8, 1912, and release, Daily and 
Trade News Bureau, Washington, D. C., 
March 6, 1912 (photostat) (WP, ‘‘Grain’’); 


(WP, general correspondence) ). 
™ Wiley had been sparring with McCabe 
over the meaning of an opinion of the At- 
torney General that, until a key appellate- 
court decision was made, no prosecutions 
should be brought on account of the pres- 
ence in foods of poisonous or deleterious 
substances not added as such but entering 
as an ingredient of one of the materials 
used in manufacture. He was, said Wiley, 
inclined to the view that it was the intent 
of the law to keep out of foods all poi- 
sonous added substances no matter in what 
form the additions were made. His vote 
in the lead matter Wiley explained by 
pointing out that the amount of lead found 
in the powder was very small, that investi- 
gations were under way and that the manu- 
facturers had been urged to discontinue 
using the lead tanks that had been the 
source of the trouble. Besides, he argued, 
he was following the opinion of the Attor- 
ney General. The baking-powder companies 
began at once to correct the situation. 
(Footnote continued on next page) 
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Harvey W. Wiley Resigns 


Now it was almost certain that Wiley would resign under circum- 
stances that would hurt the Republicans. On March | he spelled out 
for Wilson what amounted to an ultimatum in the form of suggestions, 
the most important of which was that Dunlap be removed." His 
motives for contemplating resignation were mixed. The long years 
of controversy, the failure of the situation to improve signficantly 
after the open warfare of 1911, the constant association with men 
he hated and who hated him—all were telling on him. Besides, at 
67 he was anxious to have more lucrative employment. He long 
had been content with his modest salary, but now his responsibilities 
were growing, for early in 1911 he had married a fair-haired suffragette 
half his age, and a child was expected in May. It was more, of course, 
than this. He could, he believed, serve better the pure-food cause 
when free of his responsibility as a government official, when free of 
the shackles of bureaucratic discipline. He was not giving up the fight 


but merely changing his base of operations to permit more effective 


action.”® 

On the morning of March 15 Wiley called on Secretary Wilson 
to submit his resignation. For an hour the two men talked; Wilson 
regretted the chemist’s decision, but would not remove his foes. A 
little later the Secretary broke the news at a Cabinet meeting. Taft 
at once asked a number of university presidents to suggest a successor. 
“I am,” he said in a statement for reporters, “very sorry to lose Dr. 
Wiley, who has done a great work in initiating and enforcing the 
operation of the pure food law, and I would be very glad if he could 


continue in the service of the government.” ™ 





(Footnote continued from preceding page) 
pote successor as Chief Chemist also 

opposed prosecution of the lead cases 
(Wiley to Wilson, February 16, 1912, to 
T. A. Beveridge, February 29, 1912, to 
W. MeMurtrie, March 4, 1912, to K. L. 
Stoll, March 20, 1912 (WP, general corre- 
spondence); Wiley to Wilson, February 
27, 1912; Dunlap to board, February 26, 
1912 (copy); Dunlap to Wilson, February 
29, 1912 (copy) (WP, Food and Drug In- 
spection Board: I. S. Memo File); C. L. 
Alsberg to Solicitor, August 7, 1913 (copy) 
(Records of the Board of Food and Drug 
Inspection, ‘‘Arsenic and Lead'’); Washing- 
ton Evening Star, February 27, 1912; 
Washington Post, February 27, 1912; In- 
dianapolis News, October 10, 1912). 

™A law clerk from the office of the 
solicitor was to be detailed to the Bureau 
to obviate the laborious correspondence 


necessary under the existing arrangement, 
and all communications from the Bureau 
and board to the Secretary were to be 
direct (Wiley to Wilson, March 2, 1912 
(WP, general correspondence) ). 

™ Wiley to H. E. Armstrong, March 2, 
1912, to M. Sullivan, March 12, 1912, to 
J. H. Shepard, March 26, 1912, to G. H. 
Studley, March 29, 1912, to D. Wesson 
June 28, 1912; and Wiley’s statement for 
the press, released March 15, 1912 (WP, 
general correspondence). Before the end 
of January Wiley had made a firm though 
not irrevocable commitment to resign and 
to accept an editorial position with Good 
Housekeeping Magazine (Wiley to W. C. 
Breed, January 24, 1912, in possession of 
Mrs. Anna K. Wiley, Washington, D. C.). 

™ New York Times, March 16, 1912: 
Washington Post, March 16, 1912. 
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Wiley’s resignation proved decisive in turning the pure-food issue 
against the Republicans. The old warrior still hoped that in his 
absence the unworthy officials would be discharged, but Taft did not 
act.” A fighter through and through, Wiley could not sit idle. There 
was no alternative but to sally forth and break a lance for pure 
food, the right and Wilson. 

The basic question remains. Could Republican leadership have 
avoided this unsavory controversy? Could it have prevented the 
pure-food act, passed under Republican auspices, from becoming a 
weapon in the Democratic arsenal? 


It must be conceded at once that the law almost inevitably bred 
trouble. For one thing, it was pioneering in character. It brought 
federal supervision, to which business was unaccustomed. It involved, 
moreover, an area in which both science and trade could differ honestly 
on matters of great complexity. More controversy than actually 
occurred would not have been surprising, especially in view of the 
failure of the Act to detail how the initial decisions as to what con- 
stituted violations should be made. The statute might affirm that 
a food be adulterated if any substance were “mixed and packed with 
it so as to reduce or lower or injuriously affect its quality or strength,” 
but what was normal quality and strength? Food was to be con- 
sidered adulterated “if it contain any added poisonous or other added 
deleterious ingredient which may render such article injurious to 
health,” but. what specific ingredients were subject to the ban? 
An imitation was not to be sold under the name of the genuine 
article, but what was the real thing? The bill that passed the House 
authorized the Secretary of Agriculture to determine standards of 
food products and the wholesomeness of preservatives or other sub- 
stances added to foods. To aid in reaching just decisions, he was 
authorized to call on the standards committees of the Association of 
Official Agricultural Chemists and of the Association of State Dairy 
and Food Departments and on such other experts as he deemed 
necessary. This provision, however, was dropped in the conference 
committee at the insistence of the Senate.** The same section of 
the House bill provided that the Secretary, upon request of an interested 
party, must appoint a board of disinterested experts to assist him in 





™ Wiley to H. W. Rose, June 10, 1912 % Opposition in the Senate to the fixing 

(TP, Pres. Series No. 2). of standards was strong (Congressional 
Record, 59th Cong., ist Sess., pp. 1217, 
2655, 2663, 2724). ; 
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deciding on the wholesomeness of preservatives,”® but this, too, was 
eliminated in conference. The law was enacted without these pro- 
visions, even though it was well known that sharp disagreement pre- 
vailed on such matters as whisky and benzoate. This made it easier, 
when administrative decisions affecting important interests were 
made, to hurl charges of arbitrary rule or undue sensitivity to business 
pressure.*° 


Another difficulty was the assignment of responsibility for en- 
forcement. It was of doubtful wisdom to place the burden in the 
Department of Agriculture, where regulation was likely to come 
in conflict with the agency’s responsibility for the production and 
distribution of food.** The law, however, permitted differences of 
opinion as to where lay the responsibility within the department. It 
could be argued that the Bureau of Chemistry was to act as a grand 
jury, to submit evidence of violations to the Secretary for transmittal 
to the district attorneys for prosecution. The hearings specified were 
to determine the factual accuracy of the findings of the Bureau; the 
courts were to make the ultimate decisions on what constituted mis- 


branding and adulteration.*? On the other hand, it could be maintained 





” Wiley frequently endorsed the idea of 
a board of experts during the fight for 
the law. 

® For explanations of the action of the 
conference committee see P. J. McCumber’s 
remarks in the Senate and J. R. Mann's 
comments in the House (Congressional 
Record, 59th Cong., ist Sess., pp. 9496, 
9738). For several years the agricultural 
appropriation acts, in their sections headed 
‘Bureau of Chemistry,’’ had given the 
Secretary authority in collaboration with 
the AOAC and such other experts as he 
deemed necessary ‘‘to establish standards 
of purity for food products and to deter- 
mine what are regarded as adulterations 
therein."" The reference to standard-fixing 
was dropped on a point of order from the 
appropriation act of June 30, 1906, while 
the act of March 4, 1907, omitted the en- 
tire provision. Senator McCumber in 1907 
explained that he had no objection to the 
grant of authority to establish standards 
that had been included in the appropria- 
tion acts, for its intent had been to guide 
the Secretary in determining for the in- 
formation of the public what was adultera- 
tion and what was injurious. What he 
opposed, McCumber said, was authorizing 
the Secretary to fix standards that would 
control the courts. This he believed the 
purpose of the section that had been pro- 
posed for inclusion in the pure-food act 
(Congressional Record, 59th Cong., 2d 


Sess., p. 3643). For explanations that 
such was not the intent, see Congressional 
Record, 59th Cong., ist Sess., pp. 9002, 
9070. The establishment of standards to 
control the courts—and, to a much lesser 
extent, standards which would not control 
—would have eased the work of prosecu- 
tion. Without doubt much of the opposi- 
tion to standard-fixing was based on the 
objections of interests that would be af- 
fected by the law. The Act of 1906 did 
adopt a standard for drugs—the United 
States Pharmacopoeia and the National 
Formulary. A useful statement of the ad- 
ministrative problems posed by the law 
is L. T. Hayes and F. J. Ruff, ‘‘The Ad- 
ministration of the Federal Food and 
Drugs Act,’ 1 Law and Contemporary 
Problems 16-35 (December. 1933). 
™ Yet the Department's Bureau of Chem- 
istry was a going concern, well qualified to 
handle the scientific problems involved in 
food and drug work. In 1906 there seemed 
to be no practical alternative. 
= See the undated, unsigned memoran- 
dum, undoubtedly written by Wiley, 
“Duties of Bureau of Chem. under Food 
& Drug Act of 1906" (WP, Bureau of 
Chemistry); J. A. Fowler to G. W. Wicker- 
sham, March 31, 1909 (‘‘Expenditures in 
the Department of Agriculture,’ Hearings, 
Ppp. 265-270); and the speech by Represent- 
ative Lever on February 3, 1909, in Con- 
(Feotnote continued on next page) 
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that the pure-food law spoke to the Secretary—that he was not bound 
to be merely the agent of the Bureau, but was to decide himself what 
matters should be carried to the courts.** This confusion may have 
been due in part to the circumstances under which the law passed in 
the closing days of the session. The Senate version was not so clear 
on the role of the Secretary as the House bill with its section authoriz- 
ing him to fix standards, to determine wholesomeness and to acquire 
expert advice.** Did the House understand the significance of the 
change when it agreed to the conference report eliminating this 
section? Had the intent of Congress been expressed precisely, much 
of the bitterness of the next six years might not have occurred. 





(Footnote continued from preceding page) 
gressional Record, 60th Cong., 2d Sess., 
pp. 1773-1774. Support for this interpreta- 
tion was to be found in the report of the 
Moss Committee. It viewed the duties of 
the Secretary of Agriculture as not judicial 
in character, but wholly administrative 
and ministerial. When he granted hear- 
ings to parties from whom samples had 
been obtained, his duty was to decide 
whether or not the findings of the Bureau 
were free from error. The committee ad- 
mitted, however, that at the time the law 
took effect prosecution of every infrac- 
tion was impossible because of the conges- 
tion that would have ensued in the courts. 
Though the composition of the Board of 
Food and Drug Inspection was unwise, 
the committee believed that its creation 
was a legitimate exercise of what authority 
the Secretary had under the Act. It was 
of the opinion that among the cases abated 
were many in which the practice of the 
purveyor had been adjusted to the spirit 
of the law without recourse to the courts. 
This, it felt, did not defeat the purpose of 
the act. It disapproved, however, of Gen- 
eral Order 140 as giving the solicitor too 
much power over the administration of 
the law and of the Referee Board under its 
current status as a device that prevented 
important issues from being referred 
to the courts for the judicial decision 
intended by Congress (‘‘Expenditures in 
the Department of Agriculture,"’ House 
Report, pp. 4-16). 

® Wilson to C. F. Scott, January 13, 1909 
(‘Expenditures in the Department of Agri- 
culture,’ Hearings, p. 193); testimony of 
G. P. McCabe, Hearings, pp. 428-429, 
480-482, 490; Congressional Record, 60th 
Cong., 2d Sess., pp. 1883-1884, 2152, 2159- 
2160. It is unlikely that the dispute over 
the roles of the Secretary and of the 
Bureau would have arisen had not differ- 
ences developed on substantive matters. 
According to the fifteenth of the rules and 
regulations adopted in October, 1906, in 
the drafting of which Wiley played the 
leading role, the Secretary of Agriculture 


the substances per- 
mitted or prohibited in foods and the 
principles to guide the use of pre- 
servatives, colors, and other added prod- 
ucts. The authority given for this was 
the agricultural appropriation act. The 
findings of the Secretary, when approved 
by the Secretaries of the Treasury and of 
Commerce and Labor, were to become part 
of the enforcement regulations. In the 
next few weeks Wiley, confident that 
Wilson would follow his lead, wrote fre- 
quently that it was the Secretary of Agri- 
culture who would rule on substances 
added to foods (Wiley to E. D. Pettengill 
Sons Company, October 26, 1906, to J. 
Middleby, Jr., October 29, 1906, to J. Wad- 
dell, October 31, 1906, and to H. Schweit- 
zer, November 16, 1906 (records of the 
Bureau of Chemistry, letters sent)). In 
July, 1912, Attorney General Wickersham 
gave an opinion to the effect that the three 
Secretaries were restricted to making rules 
and regulations for carrying out the pro- 
visions of the Act and did not have au- 
thority to review findings of fact and 
reports made to the Secretary of Agricul- 
ture. In the case of an added substance, 
for example, this meant that the Secretary 
of Agriculture was simply to make a state- 
ment to the public that this addition was 
regarded as an adulteration and that he 
would report all such cases for prosecution. 
The prior practice of approval by all three 
Secretaries was the result, Wickersham 
said, of misapprehension of the meaning 
of the statute (Official Opinions of the At- 
torneys General of the United States, 
Vol. XXIX, pp. 494-497). 

% The supporters of the law in the Senate 
emphasized consistently that the courts 
alone could determine whether an article 
was contraband under the provisions of the 
Act, but they did not seem always to agree 
on the role of the Secretary of Agriculture. 
See the remarks of McCumber, Congres- 
sional Record, 59th Cong., ist Sess., pp. 
1217, 1923, 2663, and those of Heyburn, at 
pp. 2653, 2721, 2733. 


was to determine 
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However the act might be construed, was it fortunate that so 
important a role in enforcement went to Wiley? Though in the first 
few years anyone worth his Salt would have been assailed, the attack 
on Wiley was especially virulent, for he naturally had made enemies in 
his long fight for the law. Moreover, he had become a crusader. Both 
Roosevelt and Taft soon concluded that he was too prone to do 
injustice in his commendable zeal to protect the consumer. But 
Wiley was struggling with an eternal problem of the reformer. When 
should one compromise? When a fundamental issue was at stake, 
was it right to yield, even though the immediate circumstances might 
be comparatively insignficant? It is easy to conclude that Wiley 
the reformer should not have been made an administrator, yet is it 
not possible that the early years of the law required a truly militant 
enforcement official ? 


Might not more imaginative leadership have overcome these 
difficulties? Take the referee board. Part of the hostility against it 
was due not so much to a board of review as such, but simply to the 
creation by executive fiat of an agency Congress had not specifically 


authorized. Had either President presented a convincing case, might 


not Congress have been induced to change the law? As it was, Con- 
gress refused to take action against the Remsen experts. Yet to ask 
for such an amendment would have risked a political storm. Besides, 
why should the Executive seek authority for something it felt clearly 


within its prerogative? * 


Was it good leadership for Taft to retain James Wilson? The 
Secretary had made a good record in presiding over the rapidly ex- 
panding Department of Agriculture, but by 1909 his principal interest 
seemed to be the completion of four full terms in the Cabinet. Wilson 
may be forgiven for being perplexed by the scientific questions that 
confronted him, but not for permitting the internecine strife that 
raged in his domain—or at least not for becoming party to it. Certainly 
he should have treated the Rusby appointment as the minor incident 
it was and have resolved the question himself. Taft lamented Wilson’s 
incapacity and would have been pleased to see him go. Yet out of 





defined, and the effect of its decisions de- 


®% Congressional Record, 60th Cong., 2d 
clared, by act of Congress." (‘‘Expendi- 


Sess., pp. 1883, 2153-2154. The Moss Com- 
mittee concluded the referee board ought 
not to rest on Executive order: ‘If such 
board be deemed necessary or advisable in 
the proper administration of the pure-food 
law, its authority should be expressly con- 
ferred, its scope and jurisdiction clearly 


tures in the Department of Agriculture," 
House Report, p. 17.) Attorney General 
Wickersham’'s view of the legality of the 
board may be found in Official Opinions of 
the Attorneys General of the United States, 
Vol. XXVII, pp. 300-308. 
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respect for Tama Jim’s strength among farmers and quite likely out 
of hesitation to thwart his tenure ambitions, he did not ask him 
to leave.** 


The Wilson problem aside, would it not have been wise to support 
more effectively either Wiley or his opponents? If Wiley were not 
the man for the job, why not relieve him and make a bold defense? 
Wiley, however, had rendered great services that entitled him to con- 
siderate treatment, and both Roosevelt and Taft were acutely concious 
of the political risks of such a course. If Wiley were to be retained, 
why not relieve McCabe and Dunlap? Though both Presidents were 
inclined to agree with them, their role in the Rusby affair was so 
reprehensible that the White House had ample justification. Certainly 
it was unwise to go as far as Taft did in the October reorganization 
and still retain Dunlap on the Board of Food and Drug Inspection. 
Even after Wiley resigned, the situation might have been salvaged had 
a few appropriate resignations promptly been arranged.** 


On laying this story aside, one is oppressed by a feeling that the 
difficulties and misunderstandings were almost predestined, that Roosevelt 
and Taft were caught in a web from which there was no escaping. Surely 
it was a tragedy for all concerned. It hurt Roosevelt by obscuring one of 
ihe real achievements of his administration ; it saddled Taft with another 
of the burdens which made his Presidential experience so unhappy; 
it embittered Wiley, whose declining years were clouded by a con- 
viction that his life work had been undermined. Yet a half-century 
later, a brighter view is justified. Despite the quarrels over benzoate, 
glucose, and the rest, much was accomplished to improve the quality 
of foods, and the honesty with which they were represented. Valu- 
able scientific and administrative experience was acquired,*® and it 
should not be forgotten that, in the 1930's, able public servants re- 
cruited by Dr. Wiley in the days of the first Roosevelt took the lead 
in a successful fight for a new and more effective pure food and 





drugs law. 


[The End] 





% Taft to H. H. Taft, July 26, 1911 (TP, 
general correspondence); Henry F. Pringle, 
The Life and Times of William Howard 
Taft (New York, 1939), Vol. II, pp. 729-730. 
Earley V. Wilcox, Tama Jim (Boston, 
1930), pp. 6-15, is a laudatory estimate of 
Wilson’s work in presiding over the ex- 
pansion of the Department of Agriculture. 

st On September 5, 1912, Dunlap resigned 
to accept a better-paying position with a 
Chicago chemical company. His departure 
may well not have been inspired by politi- 
eal considerations, but in any event it was 


too little, too late (New York Times, Sep- 
tember 6, 1912; Washington Post, Septem- 
ber 6, 1912). 

* A convenient summary of accomplish- 
ments was published in the New York 
Times, July 23, 1911. 

*P. B. Dunbar, “Its Administrative 
Progress,"’ Historic Meeting to Commem- 
orate Fortieth Anniversary of Original Fed- 
eral Food and Drugs Act (New York State 
Bar Association, Section on Food, Drug 
and Cosmetic Law, New York, 1946), pp. 
54-57. 











Public Information 


UNDER THE FEDERAL FOOD, DRUG, 
AND COSMETIC ACT 


By WALLACE F. JANSSEN 


The Writer Tells What ‘Public Information” Is, How Pub- 
licity Becomes News, the Value of Good Public Relations 
and How Education Can Be Seen as Preventive Enforcement 








“The more that Government becomes secret, the less it remains free.” 
—James Russell Wiggins, Freedom or Secrecy (New York, 
Oxford University Press, 1956). 

EFORE ATTEMPTING to describe the public-information pro- 

gram and policy of the Food and Drug Administration, it should 
be helpful to define what is meant by “public information.” In the 
simplest terms, public information may be described as what the 
citizens and taxpayers of our democracy have a right to know about 
their government and its laws. This is further defined by statutes, 
such as Section 705 of the Federal Food, Drug, and Cosmetic Act, and 
the Administrative Procedures Act, as well as by the rules and tradi- 
tions of our legislative bodies and courts. 


The proceedings of Congress and the courts, the President's 
budget, the open hearings of Congressional committees, are all sources 
of public information on the food and drug jaw and its administra- 
tion, as well as a host of other matters. But public information also 
includes anything that a government agency publishes about itself— 
for example, official notices, interpretative regulations, explanatory 
booklets, scientific reports, speeches and other public statements. 


Making information available has become recognized as one of 
the most basic obligations and functions of any branch of government. 
This was not always so. Historically, freedom of information about 
government is the result of more than 300 years of struggle, beginning 
in England and continuing in our own land to our own times. It isa 
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Mr. Janssen Is in Charge of Pub- 
lic-information Activities of FDA 











basic freedom. Knowledge about the government is essential to the 
people’s participation in government. 


Unfortunately, the public-information function in government 
today is not as well understood as it should be. This is due in part to 
the great size and complexity of our national government and to con- 
fusion of this government function with somewhat similar functions 
and activities outside the government. There are important distinc- 
tions which should be made between “public information” in the gov- 
ernment and such related concepts as “publicity,” “public relations,” 
and “education.” Clear thinking about public information in govern- 
ment requires the separation of those terms and an understanding of 
the relationship between them. 


Publicity 

There are various definitions of “publicity.” Sometimes the word 
is applied to the material which is distributed, to the press or in other 
ways. Since this may or may not be used, a more meaningful defini- 
tion of publicity would be “what others may print or say about a per- 
son or organization.”” This may be good, bad or indifferent. Publicity 
on government can result from public information, but may also origi- 
nate from other sources. The important thing to remember about it 
is that the character and amount of publicity is largely controlled by 
the press or other media of communication. Rarely is a news release 
printed in its original form. 


Here another distinction should be noted: While it is the duty 
of the government to supply complete and accurate public information, 
it is the business of the press to report news. 
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News is what interests people—the readers of a particular edi- 
tor’s periodical or the audience of a particular radio station. The 
decision as to whether certain information is news and should be 
printed is made by the press. Much of the information which an 
agency such as the Food and Drug Administration must make public 
has little general news value or is news only to a limited audience, 
such as, for example, the dairy industry or the pharmaceutical pro- 
fession. The fact that not one newspaper in the United States would 
care to publish a given item of public information would not diminish 
the government’s obligation to make it available. Generally, the Food 
and Drug Administration receives the most and best publicity when 
the press reports some important action to protect the public. 


Public Relations 

A term which has so many definitions as “public relations” can 
rarely be used in any specific or exact sense. It is now widely applied 
to a professional management function which has many shades of 
meaning to different organizations or individuals.* The growth of 
such a “profession” bears witness to the power and importance of 
public opinion in our society. The public-relations practitioner is 
one who is concerned with the development and maintenance of pub- 
lic opinion favorable to his client. The public relations of an organiza- 
tion can be said to be the end result of many factors, including 
publicity and other educational efforts, but not confined to these. In 
very simplified terms, “good public relations” means a good reputa- 
tion. Another common definition is “doing the right thing and getting 
credit for it.” Everything an organization does contributes in some 
way to its public relations. Therefore, it is a good habit for executives 
or lawyers to think automatically in terms of what the reporting of 
any action or activity would look like to the public if it were to 
appear in print. 

But there are fundamental differences between what is known 
as public relations in industry and the public-information function 
in government. Much, but by no means all, of public relations in 
business is really press-agentry—a close relative to advertising. Its 
aim is to get good publicity, and from that good public relations. 





**The definitions are almost endless in @eeds.ofs. good conduct, coupled with mak- 
number. The lack of a single definition re- ing those good deeds widely known, cor- 
flects the uneasy immaturity which char- rectly understood.’’—Scott M. Cutlip and 
acterizes this relatively new and growing Allen H. Center, Effective Public Relations 
field. Most of these definitions revolve (Prentice-Hall, 1952). 
around two basic fundamentals—good 
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Industry public-relations people may seek publicity in many ways. 
A large volume of material may be issued in the expectation that a 
part of it will be accepted and used by the press or other media. 


On the other hand, a government agency is not free to use public 
funds and channels for releases designed merely to get publicity. 
There must be a statutory basis or public interest back of each item 
of information that is given out. An industry public-relations man 
may legitimately measure success in such terms as the amount or kind 
of publicity obtained for his client, or the opinion of the public about 
his client. In government, the primary criterion would be: Were the 
facts made available clearly and correctly to the media of public infor- 
mation or others having a need for them? 


The information function in government is to provide not what 
the government may desire to publish about itself, but what the 
public has a right to know about its government. 


A useful parallel might be the obligation of a publicly held cor- 
poration to provide certain information to the stockholders. 


_ Education 
“Education” is another term that is often used in connection with 
the information services of government. The citizens committee report 
on the Food and Drug Administration bracketed information and 
education in some references as though they were part and parcel 
of the same program. 


Public information, of course, provides the Food and Drug Ad- 
ministration with some of its most important tools of education. But 
“education” also includes such concepts as persuasion and coopera- 
tion, or any other legitimate means of securing law observance 
without formal legal proceedings. Some of the speakers at the fiftieth- 
anniversary program held June 27 in Washington, D. C., compli- 
mented the Food and Drug Administration on employing educational 
methods throughout the past half-century. It would, in fact, be im- 
possible to administer effectively a complex technical law such as 
the Federal Food, Drug, and Cosmetic Act without engaging in 
extensive educational activities. Defining education broadly, it is 
probably true that 95 per cent or more of compliance with the food 
and drug law results from education. 


From the standpoint of FDA, education may be regarded as 
“preventive enforcement.” It is essentially cooperative in nature. It 
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is carried on constantly in a great variety of ways—by responding to 
individual inquiries about products and labeling, by comments made 
during plant inspections, by reports which inspectors leave with 
management, by conferences with industry groups and, finally, by 
means of public information. Obviously, education is a function of 
the entire FDA organization, and not confined to a particular bureau 
or division. 


The old rule that “ignorance of the law excuses no one” has 
become outmoded as a philosophical basis for enforcement. There 
are so many laws on the books, and many of them are so complicated 
that it has become essential to disseminate information about them. 
The first item on the list of official FDA publications is the Federal 
Food, Drug, and Cosmetic Act as amended. Information about the 
law is disseminated at every appropriate opportunity, so that no one 
can complain he was not informed, assuming he could legitimately use 
that excuse. 


In succeeding articles, we propose to list and discuss the principal 
sources of public information under the Federal Food, Drug, and Cos- 
metic Act. We will also discuss how public information is disseminated 
(or made public) and, finally, what information is rightly considered 
to be private. [The End] 


FOOD—PRICE DISCRIMINATION; COMBINING 
AND CONSPIRING 


Food products . . . A seller of food products cannot negotiate 
individually with each customer concerning sales promotional allowances 
unless the negotiations are part of a general plan that offers all customers 
proportionally equal help, the Federal Trade Commission has ruled. 
The opinion holds that a food producer violated the Robinson-Patman 
Act when he contracted individually to pay a chain store promotional 
allowances as part of that chain’s special sales. According to the Com- 
mission, the plan was tailored exclusively to fit the desires of the two 
parties negotiating, and it could not have been made available on pro- 
portionally equal terms to competitors. (Issued December 20; released 
December 31, 1956.) 


King crab . . . Canners of king crab, together with a union and an 
association of boat owners, are prohibited from fixing the prices at which 
crabs are to be purchased or sold, coercing purchasers or sellers of crabs 
to adhere to any price and preventing any person from accepting em- 
ployment in a cannery with the purpose of forcing the cannery to 
maintain any particular price. (Issued December 17; released December 
31, 1956.)—CCH Trape Recvuration Reports § 26,317; 26,318. 
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Manslaughter —Due to a mislabeled bottle (labeled sodium citrate 
but containing a poison, sodium nitrite), a California pharmacist used 
the wrong ingredient in filling a prescription, leading to the death of 
a young baby. The pharmacist was not shown to have been negligent. 


The prescription was misbranded, due to the wrong ingredient, 
and so violated the California food and drug law. Based on this, the 
pharmacist was convicted of manslaughter; the death resulted from 
the commission of an unlawful act. In the California District Court 
of Appeals it was said that: 

the death of the child resulted from the use of the drugs compounded and 
sold by appellant in violation of . . . the Health and Safety Code and the con- 
viction of manslaughter must therefore be affirmed.’ 

The state supreme court reversed the decision. It held that intent 
or criminal negligence is required under the manslaughter statute: 

It follows . . . that only if defendant had intentionally or through criminal 
negligence prepared, compounded, or sold an adulterated or misbranded drug, 


would his violation . . . of the Health and Safety Code be an unlawful act 
within the meaning of . . . [the manslaughter act].’ 


A distinction is thus made between civil and criminal cases. In 
damage suits, negligence sometimes is shown by proving a violation 
of a food and drug statute, and a prima-facie case can be so made 
in many courts. 


Restitution.—In a decision of major importance, the United States 
Court of Appeals for the Ninth Circuit has ruled that the Federal 
Food, Drug, and Cosmetic Act does not authorize FDA to seek 
restitution to the buyers of a violating product.* The Administration 
had contended that the injunction provision of the food and drug Act, 
in conjunction with the general equity power of the court, authorizes 
such restitution. The court found no basis for this in the food and 





1 People v. Stuart, CCH Food Drug Cos- * CCH Food Drug Cosmetic Law Reports 
metic Law Reports { 85,166 (Calif. DC of 7377. For district court decision, see 
App., 1956). U. 8. v. Parkinson, CCH Food Drug Cos- 

? People v. Stuart, 302 Pac. (24) 5 metic Law Reports { 7333, 135 F. Supp. 208 
(Calif., 1956). (DC Calif., 1955). 
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drug Act, and it stated that only Congress can give FDA such 


power. 


There is at least some merit in the government's argument, 


and there are decisions based on other statutes which tend to support 
the contention, so this question may not be settled.* 





WASHINGTON—Continued from page 6 , | 





long list of diseases, among them 
anthrax, typhoid, diphtheria and the 
early stages of cancer. Ground ore was 
used in making cones; this was also 
seized. Another device was an electric 
heating unit, represented by a house- 
to-house salesman as being for treatment 
of arthritis, “locked joints,” diabetes, 
baldness, asthma, and other disorders. 


Besides the seizure cases, 21 criminal 
cases were terminated in November, in 
which violations of the Act were reported. 


1957 Meeting, Board of Tea Experts. 
—The Administration’s Board of Tea 
Experts will meet in New York City 
on February 4 to select samples .of 
tea which will constitute the 1957 stand- 
ards. Appointment-of the board to set 
new yardsticks under the Tea Importa- 
tion Act was announced on January 
14 by Commissioner Larrick. 


Six members of the seven-man board 
were reappointed. They are Joseph 
G. Vaskas, tea buyer for the Great 
Atlantic and Pacific Tea Company; Al- 
bert Guarino, director of Irwin-Har- 
risons-Whitney, Inc., tea importer; 
William S. Jebb, buyer and manager, 
Dodwell and Company, Ltd.’s tea de- 
partment; Alexander J. Grille, assistant 
buyer, Henry P. Thomson, Inc.; Robert 
Dick, of FDA; and Geoffrey T. McCally, 
plant manager of Thomas J. Lipton, 
Inc. The new board member is Ed- 
ward Bransten, of M. J. B. Company. 
Mr. Bransten’s father was a member of 
the board for many years. 


Hart, Chief of Boston District, Re- 
tires—After 38 years of government 
service, F: Leslie Hart, Chief of FDA’s 
Boston District since 1951, retired 
effective December 31, 1956. He en- 
tered the federal service, taking a 
position in the Bureau of Standards in 
1918. He did analytical work for the 
Insecticide and Fungicide Board from 
1920 to 1927, and then joined the Food 
and Drug Administration when it was 
established through a reorganization in 
1927. Mr. Hart became chief chemist 
at Los Angeles in 1934, and remained 
there until he assumed his last FDA 
position as Chief of Boston District. 
He now plans to go to Rio de Janeiro 
as a consultant of the Pan American 
Sanitary Bureau of the World Health 
Organization. 

Mr. Hart will be remembered es- 
pecially by JourNAL readers as the 
author of an absorbing series of articles 
on food adulteration, appearing in this 
magazine in 1952 and 1955. 

J. Kenneth Kirk was appointed by 
Commissioner Larrick on December 21 
to succeed Mr. Hart at Boston. A 
technical administrative officer in FDA’s 
Bureau of Enforcement, Mr. Kirk began 
his government career as a junior in- 
spector in 1930, and did 
work in New York, Buffalo, Pittsburgh 
and Philadelphia. He served as chief 
inspector at Philadelphia from 1937 to 
1940, when he went to the Washington 
administrative offices. 


inspection 





*See 6 Food Drug Cosmetic Law Journal 
503 (July, 1951): 7 
Law Journal 373 (June, 1952), 666 (Octo- 
1952) ; 


ber, 9 Food Drug Cosmetic Law 





1954): 4 Stanford 
67 Harvard Law 


Journal 565 (October, 
Law Review 519 (1952): 
Review 632 (1954). 














CANADA- 


FOOD AND DRUG ITEMS 








Trade information letters were recently 
received from the Canadian Department 
of National Health and Welfare: 


November 16, 1956—No. 143.— 

“To: Manufacturers of Cosmetics 

“Re: Name of manufacturer. 

“It has been noted that the labels 
of cosmetics in many instances do not 
carry the complete name of the manu- 
facturer but rather an abbreviated form 
of the corporate name. 

“Regulations under the Food and 
Drugs Act require the name and ad- 
dress of the manufacturer or distribu- 
tor to appear on both the inner and 
outer labels of cosmetics. It is not 
necessary for this information to appear 
on the main panel of the label but it 
should appear somewhere on the package. 

“It is not the intention of this Di- 
rectorate to take any action on the 
current labels of these cosmetic prep- 
arations at this time but when new 
labels are printed it is requested that 
the full name of the manufacturer or 
distributor together with the name of 
the city and country of origin (if out- 
side Canada) appear. If small decorative 
labels are used this information may ap- 
pear on a secondary label, on the back of 
the container for example.” 


November 28, 1956—No. 145.— 

“To: Food Manufacturers, Food Brok- 
ers, Fish Smokers and Associations 

“Re: Use of Orange 1, Orange SS and 
Oil Red XO, Coal Tar Colours in Food. 


4 


“Our previous Letter No. 139 on this 
subject stated that no action would 
be taken against the sale of existing 
stocks already containing the above 
colours for a period of: 


“1. Two months, in the case of fish 
and fruit, and 


“2. Twelve months, in the case of 
other foods, 
from August 1, 1956. 


“The interpretation of the above re- 
quirement has been discussed with the 
Fisheries Council of Canada and it has 
been recognized that the intent of our 
first Letter was to include in the first 
category with a two months’ limit, only 
perishable foods, and in the second 
category with a twelve months’ tol- 
erance, all non-perishable foods. 


“In view of the above, EXJSTING 
STOCKS OF FROZEN FISH treated 
with the above non-permitted colour 
are considered to fall into the second 
category and will be allowed sale until 
July 31st, 1957, inclusive. 

“This means that all existing stocks 
must be cleared off the market entirely, 
including retail outlets, and that seizure 
action will be taken on any stock treated 
with these non-permitted colours found on 
the market on or after August Ist, 1957. 

“All concerned should note that no 
fish of any kind, whether frozen or 
unfrozen, may be processed now with 
a dye containing any of the non-per- 
mitted colours. This has been prohibited 
since August 1, 1956.” 
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